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(BFREECTHRA TR LFSE LR . LR EEEN)

FFHICBNTCE TUY IV ITHRICKBADEEREMBHRKRHIRT — I D BEARNERCHIFTEETH S
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BB ETHRATHEA—F v MRICLZOEES

(BFREETCHRA TR LR . ZRERER)

(GHEEX FFNRICEHET DER)

<BFEECHRATOLBEEMERE . LZREEEN>

BIROWINH T 3 SRR (SR M REEREE(CIR5 T2 T L,

‘AT 04 RHARIE T TRIEIRIESNT | KEHEREED10% L EICKRIES
BMEDREX FEEERZA T FE

A FEERABR DU R EE RV BARNAIEN IN'S, BMDOE. [BFTEE CHRNT ORESRMM] | [F2mT

BEEIR] D5 T FEEDWVWITNMCHZET 2 EBRNRERI T T,

@ X7 01 PABAIEZEDBFIEENTNENIFMRAT D THRABDI10%LU LOREZE TS . 25 68N
WEIGESE T RDT
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RFEGEHA RFEGEIFHA FCRREEGA FCHREAIEHA

(11941) (12246) (1141) (23041)
EHEER 72 (60.5) 55 (45.1) 4 (36.4) 123 (53.5)
T 4 (3.4) 2 (1.6) 0 6 (2.6)
2 3 (2.5) 3 (2.5) 1(9.1) 5(2.2)
Lt 4 (3.4) 1 (0.8) 0 5(2.2)
SIRFAR 11 (9.2) 7 (5.7) 0 18 (7.8)
LuERkR 10 (8.4) 12 (9.8) 2 (18.2) 20 (8.7)
BIE8 (%)

BEE AT 04 RAAA. E9=V DS REIE

(RFFEETHRT TR BA—F v MRICEZORBE)

O SFEAICHUCHRERTHT, EHREORREBIORBERZETHN—F 1y MREBICHUERLT
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@ N—F v MRICKBOER TH DI LN BRI S NIZBEICHUTERLT 2TV,
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N

BELOBHEERUEARBEOERMZZR L. HAOMEN IPIEZIRFT T D& FRDEMIHITD
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2N IR RIIEDEIEED
H3EE

AENDRERITH T DEEBERICKY, BIFEORREZBIENFEEIESIERB8ZNN &Y

T

O BRPEFEDERE . RPN TEONDBEN SBRMEDBREEDREREDH DEE(CHULTIF
THTERL BEICRSUTEE W,

2) EEDBHEESDHHEE
(Cockcroft-Gault=Ic LB T L7 F
ZYJU7 SV REN30mL/min
i)

MEFFREN LR L. BMEADNRIRT 2B TN DB, EECHRS LT IZE L,

[ BEEOBHEREERECIE. 30mg 1810R53 2% BEZZERLIEE,
(=Flp.112H])
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(RDBEICFHRRELBEVTE)
EFARY 9.4 &ERE = EIDE
EFARX 9.5 {7z

2 REBE=>FRUTLRBVLI E 26T

LR ISIEIRU TV ST EEE D H S EICIT LTI FRIDIRSFER
T BEUBNTLIEE L,
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] tHIBRAOELE

BFARX 10.2 fAEER
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B A7 FUSSAE UTROEBUROES U, 6BELIEE? FUSS5ZEUTIE30mgE1H
20, MY ITROBRS5T .

188 288 388 488 5HE 6 BB

# # 5 L 4 L 4 L 4 L 5
10mg | 10mg | 10mg | 10mg | 20mg | 20mg | 20mg | 20mg | 30mg | 30mg | 30mg
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e, TRE - B8l ZEFd 22 &,
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R —5—) N DL K BDHMBIR S ZITDIRN S IHEICE. BiD. ™. BHEORWEADOERENE<RDTE
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CRL| ee MAIIIE. EBRGRABI A i (o 8] ' G e
a - {o o D @ & cE
Yy we e <rEEL, : B 10m¢ o / et - 2 E'%
ey e : : :
e BRNGIRATZNER . K 3% = = B 1)
= | - } / 10mg 20mg ' 1es @ '@ @D S
- @ * e - EAEMELLORICE BO. AN FA | e (D / i+
ol ~ew GEDRERSRNT BILABYET. ! 4g8 D@ ’ D E 5 30m =
> w Tl : | -LDESLERP TOESCLEIREE | / . : o | e %
= = E | BLRMAKHEPHLESRERAS | Z e - B 123/ (o < :
DHOEMESEOREILT ONPLTLSETY. | : ICoABIEC IR LY, : : 588 Q ’ 59 f<E ' 30mg EC |
! ! ! : i e - : — el
 EuTnrEREETSTELCRALTC L. | L EROLLT — [ 1388 | =
o |  reee: T 9 P
% ' | cEWETERGLET. : : / e o . 1z
SARBSL M- 2. 18T, 1 ~TOH-FUOERY - ML TRTORAE | : 1 e = =
2 EALT LTS L, il sk i i ’ ! : 14g8 ( f
O 277 GuoskTRAL. : | RHRASET.COMMIURNITIR | T 788§ , ,0 7 om Qf v
EMECTEL Y, Bt AT : : TLIEEL : : / o -
BERUTESL, : - . 5
Otezia | Otesta

2) BREERSEECHIFSHERTE

EEDBBAEREEDHDEE (Cockcroft-GaultRIC KBTI LUFFZU7UF S ZEH 30mL/minZi) Tl
REEDEMNICHESEHERDERDBEINHIEITDT. THFRTIEEDIC. AF30mgZE1B1EHRS(C
ITHEDREZRZEL. BEICIRS LTS,

BH. AFIZ0OMgZ1HI1EHRSICHET 2HEICF. BERBRGEAI—9—/\w IDHDHAEDHES LT
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3=
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ExE
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3) iaRRILDHIE

(BFRFEETCHRAT IR LR . ZREEEHNR)
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 ERERIJEIEFREZ DR

FEIDRSICKI AR T DUREMEDHDIRINE

AFTIEE BIEERBZESRVLVELET,

Ffe REIEFRAARICEHSNTOLRVEERIC DLW TCHRIOBF AN ZZATO L. T2 OFRLTE

AN

1) /HILERSE

FHITIKR

TR RO, B lEREDHEERSE. PDE4ESFIERRICHSNDIERTHY . FRIDKRSPICHRER
IBHENRES

(BFFIEETHRATASE LR . SR ERIENR)

HIEERESDEIERIZ.
(16.2%) . ;BHERR

NCWLET,

B RREIER (RA-002508R) [CHTBHAAIZ0mg 18 2O SE D HE T

(BRRFEECHRFTTHBA—F Iy MRICLZORES)

(40.1%) ICE’EJS’) SNFELIZ, E%Bx#b%l‘%%@%ﬂf’ﬁﬁﬁl&%ﬁ@ BNFELBATUI,

FIRHEERSORIFROFERINRIFTRDESI T,

HILEREEORIEFRDRRIANR

BMERICOVWTHEER LE T, FAIC L 2/6BZRI5T SRIlC LY

SEMLREREZNREUVCEABRTR (PSOR-0115{8) TE24146Ih39 4]
PREfBR (30mg 1H2EESEHE)* CTl32,35741t067 141 (28.5%) [CRRHOSNE Uz, &
fo. MEREICEEONRIDBIERNRES

HEBEMRMBREENRE UOBNERREE (PSOR-001, PSOR-003. PSOR-004, PSOR-005. PSOR-008. PSOR-009:58) . #2714

BIENRBEENRE UIBHERIREER (PSA-001. PSA-002, PSA-003. PSA-004. PSA-0055ER) . EAEIU DR FREZMRE LR

EERARLER (BCT-0025888) Tl&. HILERES DEIERL 18747581

MR E UTcERRELER — R E UT-BR R ER
EEERER B ERIREER EFHEE S MBERFRELER
(PSOR-01155%) (30mg 18 2EE5EHS) (BCT-002:15%)
Ere= ikl 241 2,357 187
HtERE" 39 (16.2) 671 (28.5) 75 (40.1)
T 16 (6.6) 296 (12.6) 58 (31.0)
FEEBANIR R 9 (3.7) 3(1.4) 3(1.6)
i 4 (1.7) 310 (13.2) 23 (12.3)
LASEBYE 2 (0.8) 6 (2.0 7 (3.7)
HIERR 1 (0.4) 3(2.2) 1 (0.5)
fefE 1 (0.4) 0 (1.7) 7 (3.7)
@t 0 61 (2.6) 9 (4.8)
SELEIER 0 4 (0.2) 0
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VIO DERIREHER T2 % EFRIRUBIER
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XEEULBERIENRE VBN HREE (PSOR-008. PSOR-00958) . B R BEENRE UTOBSEEREER (PSA-002.
PSA-003. PSA-004. PSA-005558)

(BFFEEACHRFTHBA—F Iy MRICLZORER)

N—F v MREBEZNRE U ERHRERKRGER BCT-002858) (CEBVWTHRESNIIFEALEDTFIRUER
DDOBEEBRIIREFIBE 2BELAICEIR L. FicfAEEEC TEBLRTU,

7 — <+ \W—O\JFoE
QERUINMIN

BEN B OICINTOMIRORODERFHBRI DN MEIGIFFRDESI T,

=g
TRARUBLOEEERORRBHERIDH WS =
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‘ -F#HX _ . . Eu‘.\a)
o @ . FSER RIS
° m PSOR-008/0093 - S y
100 ig = PSA-002/003/004/00555% HOLINTHNRDER
80 — 30 m BCT-0025t58 HH (PSOR-008/0009
4 2 HER195¢. PSA-002/
w607 0 — 003/004/0055%5 1364
% 40 — 1~3 4~7 8~15 16~23 24~30 (B) B CT_ O O 2 ?It%ﬁ 7 2 ffF) 0)
T ZNZNORBEHH O
0— HH (BS) ZRUCWVET,
1~30 31~60 61~90 91~120 (=)
® B
%) @) o ooeoam FS RN R ICRED
° 50 - - Bk . ~
100 — 40 m PSA-002/003/004/00551% DOJEINTDRDDFEE
5 2 . 821814, PSA-002/
@ 0 0 = Hm— 003/004/005582 12945,
% 40 — 1~3 4~7 8~15 16~23 24~30 (B) BCT-OO2§ﬁ%ﬁ291¢) )
(=] o e
20 4 TNZENOREBTBER D
o —_ - - 2 (B1E) ZRLTLET,
1~30 31~60 61~90 91~120 B
1R SRS DHARS

¥W\WINBHFPS M BRI (PSOR-008/0095 8 MUPSA-002/003/004/0055 83038151658 . BCT-0025 813 058N 5 1238)
[CHBTBAEAEIZOME 1H2EHR S TOHMEIG

MITTE

* REIDRSEIBEE [MERURE] 2857 L. BiERS5ZIT DL IITBELTLEE L,
 BILERSNMEMRIGEICIE. BEREUCIZETV, BAHBR TROSNITBLERSZ DL FREEHRER
DHTIERDER L. MRS TIRET LTz,

 ERNBERGEPIEROUENROSNBRVEEICIE BEWEREZRMIDELDIC, AR ZHIETS
EDBEYIMNBZT T EE W,
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6. ERZEIHEEFHELZDOXR

2) RARIE

FEIRAR T
(BFREECHRA TR LR . ZRERER)

FEID/SICK . DAV, flE . BEEFICKIDRPEN RIS DOREEN G T T,

REEDBIER G, SREMUZBEREZNREUCENERARTE (PSOR-0115ER) TIE2414112141 (8.7 %) .
BINRIREER (30mg 1H2OHRS8HHE)* TlE2,.357619 27561 (11.7%) (CERHSNF U,
BSEGRAEDRERG. SEMZEBREZNRE UICERRKRAER (PSOR-011588) TIE241 (0.8%) . B854+
BRPRELER (30mg 1820858 HE)*TIX 1661 (0.7%) (CERHSNF UTc . EEREFAEDEIEFRDAERIF.
SRMEREREENRE UCENEREER (PSOR-01158) TIEAmA. MEMEERE 141 (0.4%) TUI.

HBRULBRBREENREUCBIRARIE (PSOR-001, PSOR-003. PSOR-004, PSOR-005. PSOR-008., PSOR-009388) . ¥z M4
BERBEZENRE LB ERREER (PSA-001. PSA-002. PSA-003. PSA-004, PSA-00558) . BAEIU DY FREZENZRE U
TBIERIREIER (RA-00258R) [CHBIT2HAEI30mg 18 2 CHESEDHEHET

BRICOVNT, BSRMZBRREZNREVCENERRTER (PSOR-0115{58) TIHEROBREZE T REN
TBIEZFENTVEUIH BEREEICEITDEETERIROSNFEBATUC, P TFUISANMIEERITTIE, 3161
(0.7 %) D&z (BTEMEAE . Ffs#%. ERMEE) OREEZELTSHY. 1661 (0.4%) (CYNILTU VR
DFFMERIGNROONFT LD, 2EREHAE ICOV TR EEHE U BEFRDSNEFEATU.

(RFFEETHRT TR BA—F v MRICEZORBE)

R—F 1y MREEENRELZERLFRARHER (BCT-00258) TlE. MAEDBIEME1876P 8|
(4.3%) [CBHENFE LIz,

EEFBAEDBNERI 2] (1.1%) (3D, ZOWRIFHRAES . U/ SEERE 16 (0.5%) Tz,
FIREREDBHERDEBRRETFRDOEBY T,

REDEHFRADRERINR

et sty S s
HRE LIRS et HRE UL ERRER
ERERREER B ERPREER EIFHFESE MR R ER
(PSOR-011558) (30mg 18 2EHZ5EHHS) (BCT-002&£5%)
Ece s ki ] 241 2,357 187
RRGEX 21 (8.7) 275 (11.7) 8 (4.3)
SIRER 8 (3.3) 56 (2.4) 0
ETAR 3(1.2) 4 (0.2) 0
[EZR 2 (0.8) 37 (1.6) 0
BISER 2 (0.8) 30 (1.3) 0
IRERRE 0 64 (2.7) 1 (0.5)
BEREIER 2 (0.8) 16 (0.7) 2 (1.1)
BIESLIEBIE (%)

XVWITND DIRREER T 1%L ERIR U EIER
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TFI4SFY-FOBFIEDRIERIE. SEMRRBREZTNRE UCENBRREEE (PSOR-011588) ([CHL
CIFRESNTLEIBAN BAERREER (30mg 18 2EHRS58HE)* T2,.3574I 24 (0.1%) i RESNEL
oo COSB1PIFEREIES (<0.1% 1BEUE) TUI,

X EEMBETNRE VB ERREER (PSOR-001, PSOR-003. PSOR-004. PSOR-005, PSOR-008. PSOR-0095188) . #o /!t
BEERBEZENREUICBABKRIER (PSA-001. PSA-002. PSA-003. PSA-004. PSA-005558) . BAEIU DY FREENRE LI
TBHEREREER (RA-00258R) [CBIFBAFI30mg 1820 SHFHDHEEET

SRR (v S350
SN

(BFFEEACHRF TS BA—F Iy MRICLZORER)

R—F v MNREBEEZWRE UcEEBRHEEEAREER (BCT-002:518) TlE. BEEDSIEREROONFEBAT
Uizo

HLTTE

* FEREEICERZ T DTV BEYECIDERICERUTLIZE L,

o BEICF [REON DI [ERE]L [DEDNDH] [BELEL[#EIF. W DOBEAMESELRULEES
([CIBHEISEHB T DR OIBELTLIEE L,

s BEEREREERNDEROONIIZEICIF. BEICRSZHRIEL. BYRNEZIT > TIES L,
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6. ERZEIHEEFHELZDOXR

4) 5D /BiRFEESESR
SRR
(BFREETARTTH LSRN HE . SEIEHER)

SEMLBEEEENREUVCEABRKTER (PSOR-011588) (24141) [CHEBVT, SORMUBREEERF
WETNFEBAT U BRI 30mg 1820RSH#HE) DTS TRMBRBAICHWNT, SDO/HlE. 75
TREE1,41161008 41 (0.6%) . AFI30mg 1H2@1R5EE1,668%IH 1741 (1.0%) [CBHHN. TDIETS
TREE26 (0.1%) « AFIBED 4B (0.2%) [CDOVTCIFAFIEOARBRISEESNEEAT U, Efc. BRE
EERF. FSEMNE,411600 141 (0.1% : BREEX) . AFI30mg 1H2ERS5E#1,668%IH 241 (0.1%:
BRER. BRRIES16) [SFRHSN. WINEARIEDRREREEESNTVET,

BHERAREER (30mg 182EKRSHHE) DFAERSHICHENT. SOMIE. FFI30mg 1TH2ERS SN
2,35761R6341 (2.7%) [CERHSN. TD 551061 (0.4%) [ICONVWTIFABICORRERISEESNEEA
TUlz, FIcBERFEESEXRIE. FEI30mg 18205 N/22,357650 341 (0.1% : BRER26]. BFRRIE
161 (SEBHSN. VT NBAEICDARBRIFEESNTVE T, KIOBARGRTRICBVT, £FIEDRER
BRZEEE CETRLBREEERIRESNTHY . EETHEREESROBRSEN GBI T,
HBHMERBREENRE LB EEREE (PSOR-001, PSOR-003, PSOR-004, PSOR-005. PSOR-008. PSOR-0095188) . ¥4

BIEIRBEENRE U B ERREER (PSA-001. PSA-002. PSA-003. PSA-004. PSA-00555R) . BEIU OV FEBEENRE LI
BHERIREER (RA-00258R) (CHBIFHAEI30mg 1H2OIRSHFHDHERENT

(BFFEECHRATRER—F v MRICLZOEES)

N—F Ty NEEBENRE U BB HERFRRER (BCT-00258) TIF. SOROBER. RUBRMEER
(BRER. BRR) OBIERERDSNELATUR.

HTTE

* FEIRSRICHRZ T2ICTV. BB RDOINBEICFRS 2T 2EFDEYRNEZIT T IZS L,
« BREE. BREMNZEOTREMICOVNTEE(CERICEHIAL. BETHERNROOSNIIHGFESICBISE
([OEBT DR OIBEICIHEBLTLIES W,
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REDBIEAIL. SBUZBEREZNREUVCENERGER (PSOR-0115ER) TIF2414I 141 (0.4%) (CFR
HOENK U, BHERKREER (30mg 1H2OERSHHE) TIE2,3574I13041 (5.5%) [CHRESNF LI,
BHVERRELER (30mg 1B20KRSHHE)  CORRAD S B 1HIFEHENT. FRIDKRSHENS168%
([CHFL BREPLEICKIOELT U, e, BRRFER CROSNCRBDE [FXR5MHIBE 2BBLINICF
BU. 2BBLNISERUE U,

KEBUZBBRETNRE USBIERRTER (PSOR-001, PSOR-003. PSOR-004. PSOR-005. PSOR-008. PSOR-0095188) . 2!t
HEERBEZENRE UIBAERKRIER (PSA-001, PSA-002, PSA-003, PSA-004. PSA-0055 ER) . BEIUD Y FREZNRE U
BHERPREIER (RA-002FER) [CHTBHAEIZ0mg 1H 2O SEFOHERET

7 — <+ \W—O\JFoE
QERUINMIN

(BFEECARFT TR ER—F v MRICKDORES)
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(10.7%) [CERHONF UTc. EEREBOBIERIFEROSNFEATU,
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6. ERZEIHEEFHELZDOXR

6) (FERS
R
(RFFFETHRT+ DB BRIMERE . LHIEMER)

FERDORIFRE. SRUEZRREZNREUVCERNRAKTE (PSOR-0115ER) (CHEVTIFRESINTL
FEAD. BARREER B0mg 182058 HE)*T2,357HIh 2441 (1.0%) MRESNTVER T, Ffc.
BHEBAKRTER (30mg 1TH2ERSHHG) ICBIF2XEADORSHBERTIROBEDR-ASAUDS5D
ZALEE, BAEHDO.8%(FT10NZBR DD THOILIENRESNTVFT,

*EBHEUZERIENRE UICBANRKRR (PSOR-001, PSOR-003. PSOR-004, PSOR-005. PSOR-008, PSOR-00988) . 52 4
BIERBEZNREUICBANERREER (PSA-001. PSA-002, PSA-003. PSA-004. PSA-0055ER) . MEIUD Y FEEZNRE L
BHERIREIRR (RA-00258R) [CBIFBAEI30mg 18 20 5B D HEHEET

(BAFEECHRFTTHBA—F v MRICLZORERS)

N—=F v MNRESZNREUVICERERRARTER (BCT-002:5) CTl&. A=A OEIERF 1874150141
(0.5%) [CBR®HBNFE U,

Fle. FARICBIIDFEDESHBE TROBEDRN—ASA VD SDE(LEE, FERFID3.8%(F10% %=
BADHATH I ENHRETNTVET,

FTEERSHEE TROUREDN—RSA VN ODZE{LRFRERDESITI,
RAREERICH I FFIESHBR TIROFEDN-RAS DS DE(LE

SRR, R, B R—F v MNEBEE
U YFEEENRE URRHR $RE LT IERER
BANBREER B AR AR
(30mg 1E2EHE58HE) (BCT-002558)
HEATENH] 2,281 186
20%EDHFEA 17 (0.7) 0
10%i8. 20% LA T OFERD 139 (6.1) 7 (3.8)
5%#8. 10% A FOFERD 320 (14.0) 22 (11.8)
5% A TOFERD 811 (35.6) 58 (31.2)
BEZILBL 138 (6.0) 10 (5.4)
5% LI FOBEEN 629 (27.6) 71 (38.2)
5%#8. 10 %LU FOFEEN 159 (7.0) 13 (7.0)
10%3#8. 20 % LA FDFEEN 58 (2.5) 5(2.7)
20 %HBOIAELEN 10 (0.4) 0

IS ISHIEL (%)
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* T UETAL BD. BIHCHSHERATEHIE B BRURHRZHDRBRVWEERDDIRSESNTVET,
« FEFHMIDOVTIFERNBFZEIC DOV TIFRETH2HDD, EUWKERINROONIEEICF. 1BE
([CHRBERELTIEE L,

7 — <+ \W—O\JFoE
QERUINMIN

7) MER

(FoRE COHERICHNT, AEIZZSCPDEABEA (BERAREARR) 215 UIBE (1. RIEE#FH(CMER
([SRIEMDIREDFBHONTNE T,

FIRIR

(BFIEETHRA TR ESE LR . ZRERIER)

MERXRDENFAIE. SEMEZEREZTREUCENERER (PSOR-01FEER) [CHEVTEREINTVE
BAN, EEMEERBEENREUOBASMBEEREER (HE) [CBVT. AF30mg 1H2ER 5106
M FRICEEDORBMERXRN973FID 14 (0.1%) ICHRESNTNET,

SRR (v S350
SN

l_i_g‘—i
(BFEECHRR+HBA—F T MElc &3 ORES) 2
R—F1vMNREEFZWNREUCERHERRARS R (BCT-00258) TlE. MEXROEIERIFFEHSNEFEA
TUf,
Oy P S

BRZT DTV EBDROSNIEEICIIREZRIET HFDBEMUEZIT >TIIEE L,
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(@
i 8) BtiES
§ FIRRR

(BFIFETHRATABESE LR . SRERIER)

BHEBOEERE. SEUHZREEZNREVCEANRRKR (PSOR-0115:8) KU B KR
(30mg 1B20&BSEHE)*ICHBVTRSESNTVE T,

HEREUZEREENRE UCBIRRER (PSOR-001, PSOR-003. PSOR-004, PSOR-005. PSOR-008, PSOR-00988) . ¥z 4
BEETR B E N R E UTBHERREER (PSA-001. PSA-002. PSA-003. PSA-004. PSA-0055E) . BEIU DY FEREZNREU
BIERREIRR (RA-00258R) ICBIFHAAI30mg 18 20 SE DHEHET

(BRAEECHRFTTHBA—F v MRICLZORES)

N—=F v MNRBEZNRE UCERHERRAGE (BCT-00258) Cl&. BEBEZEOSI(ERE 187415014
(0.5%) [CEB®HBN. TDOWERIFFEAEEE 141 (0.5%) TUTE.

B
R
&
i3
=

SRS

BHEBOEIERDATRINRIFIERDOES T,
RHEESOBRERAOERIANR

g?‘-’ S & LI BRRREER et S5 & UI-BRERELER

L EIPERFREER VBRI ER 5 I ARBRER S5

a5 (PSOR-0115%) (30mg 1E2ER5EHHE) (BCT-00255)

Eog= ke i 241 2,357 187

+ $EBRE 1(0.4) 0 0

Z GBI 1(0.4) 0 0

2 S LA 1(0.4) 0 0

2 BRI 0 2 (0.1) 0

= T 0 2 (0.1) 0
RS EREIE 0 1 (<0.1) 0

My BBBIMEL >/ 0 1 (<0.1) 0

S =" )

%% ggggfﬁﬂ\oﬁéﬁ 0 1(<0.1) 0

g% TSNP HUE—X 0 1 (<0.1) 0
BB 0 1 (<0.1) 0
B PRIE 0 1 (<0.1) 0
BB 0 1 (<0.1) 0
ORART LR 0 1(<0.1) 0
ERRIRET 1) 0 1(<0.1) 0
FENEE 0 0 1(0.5)
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MITTE
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C
n Q #5MBOHCHRHIENIBEIE ?
e
¢ A ROBODENSAYT—RUTLIEE L,
S
Q #52HEUBICRFENESIS?
A RUC2EDZE—EICRFBNTLIEE W,

RHENTELTHVEEIE. TCTTHERATIRZEV, 22U, RICROEENNENESE.
ROSNIRDFED TN SRAT L,
Q RFRFERTRMFEOHAT, AESRERNRICEVERSVELEN?

A BHRERTHRETEMT —Y(CHBIF2. BIEE. Y IOXARU VROEYZNREI S AF 2 HEUERED
ZEMTOT7AIVETFRDES Y THY  AFIEMIE SIS LR U CKERERFFBDOSNFBATU,

o
R5
cE BB AR B B ENR NSRS SR T — I CE I HARAC ENEEER
E:10) HIRIKR
SSERIA 4 &7 YonRKUY | s Z_f;l“f - 5’*”[;555’

By (50C) ./ e o HA%E HA%EE AR e

= =5
fﬁg HAZE (PT) (30,37361) (1116) (98141) (0356 i

h
s
g__:lé BIEEE 10,562 (34.8) 37 (33.3) 314 (32.0) 337 (36.0) 451 (33.6)
"‘I'— TH 3,460 (11.4) 8 (7.2) 101 (10.3) 122 (13.0) 131 (9.8)
Z I 3,297 (10.9) 18 (16.2) 83 (8.4) 99 (10.6) 129 (9.6)
2
z
& BRES &L
% seit chy 1,207 (4.0) 1 (0.9 36 (3.7) 36 (3.9) 56 (4.2)
2
3 s 1,926 (6.3) 5 (4.5) 63 (6.4) 55 (5.9) 74 (5.5)
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EMERREEER (PSOR-01155R) [CHIFZEHERFEIRINNR (OS5 R X ERHIR)

BEFIKSE (SOC) /BAE (PT) FSERE 30mg 1H2E#58%
SBREEOBEENEETERVEEFR 8 (9.5) 25 (29.4)
BRES OB RE

SRR 0 3 (3.5
BiEEE
i 1(1.2) 7 (8.2)
BEER bR, 0 6 (7.1)
T 1(1.2) 2 (2.4)
BEERE S 0 2 (2.4)
FrBEREE
FrighERS 0 | 2 (2.4)
HES &K MEgEE
L7 1(1.2) | 2 (2.4)
MedDRA ver 14.0 AR FHME R
B (%)
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30mg 182058

HREEOBEMNTECIBVEEER 37 (30.8)
BRIES KU S ERIE
BN 5 (4.2)
BB
T 11 (9.2)
BEEB R 7 (5.8)
BEERRE 3(2.5)
£ 2(17)
FBEREE
FrHaERs | 2(1.7)
KRS 3 & UK FEREE
7 | 3 (2.5)
MedDRA ver 14.0 GRS il=Ea
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2) ;BN ER PR BR
ESNERSER (30mg 1H2EESEHHS) “ ([CBIFZEHERFERIKR (7’5 R38R HIR)
s N 1828 S N 1828
E R - SRS
TN = SEREAY MmEEE
gﬁ’?égﬁﬁ%& 280 (19.8) | 638 (38.2) e o o
RS K USRI ETH 0 2 (0.1)
LB 14 (1.0) 16 (1.0) IFIRES . BIZH KU HREES
SIRER 11 (0.8) 13 (0.8) A8 2 (0.1) 7 (0.4)
BISRERN 8 (0.6) 10 (0.6) 2Hm 0 2 (0.1)
IHEE 2 (0.1) 6 (0.4) IR IR 5 (0.4) 2 (0.1)
RIS 5 (0.4) 4(0.2) BipEs
B 0 4(0.2) =0 56 (4.0) | 234 (14.0)
Shes 2 (0.1) 3(0.2) T 38 (27) | 208 (12.5)
AVIWIVY 0 3(0.2) B0t 11 (0.8) 37 (2.2)
[EXR 0 2 (0.1) LRSEBRE 5 (0.4) 36 (2.2)
OFEANILRZ 3 (0.2) 2 (0.1) HERR 11 (0.8) 31 (1.9)
PEEEN 0 2 (0.1) HHE@HUEN 1 (0.1) 29 (1.7)
B 1(0.1) 2 (0.1) B 8 (0.6 | 27(1.6)
R 1(0.1) 2 (0.1) REER Bk 604 | 26016
] 0 2 (0.1) #iE 0 22 (1.3)
RBBLURBES BRIEEREERS 2 (0.1) 18 (1.1)
BHEE 201 | 28017 REERR 6(0.4) | 14(0.8)
BHTTE 1(0.1) 2 (0.1) WIE 6(0.4) | 12(0.7)
S THEEZRE 0 3 (0.2)
RERSE 4(0.3) 8 (0.5) e 8 (0.6) 2 (0.1)
558 2 (0.1) 4(0.2) {ERLnE 0 2 (0.1)
& 1 (0.1) 2 (0.1) B REEIREE 0 2 (0.1)
HEE 2 (0.1) 2 (0.1) BES LUK MAMES
HRRES ZSFEIE 9 (0.6) 7 (0.4)
B 38 (27) | 92 (5.5 s 2 (0.1) 3(0.2)
R4 R 6 (0.4) 0 (2.4) g 11 (0.8) 3 (0.2)
FENESDHF L 1 (0.8) 8 (1.1) BRERE 3 (0.2) 2 (0.1)
e 10.1) 6 (1.0) ZSEMRE 2 (0.1) 2 (0.1)
s 2 (0.1) 6 (0.4) #I5E 0 2 (0.1)
BISERNICHDERE 0 6 (0.4) ERRBIVIESHEBES
RE TR 0 2 (0.1) BhESTE 0 6 (0.4)
TRB R 3(0.2) 2 (0.1) RIS 2 (0.1) 4(0.2)
HBLUREES BhReiiE 1 (0.1) 2 (0.1)
EsEEHEL 3(0.2) 6 (0.4) =5 0 2 (0.1)

XERBUTBEEENRE UIBIERREE (PSOR-001, PSOR-003. PSOR-004, PSOR-005. PSOR-008, PSOR-00958) . 524

RAEIR BEZENRE LB ERRELER (PSA-001, PSA-002. PSA-003. PSA-004., PSA-00558&) .

BIERPREER (RA-00258R) [CHITDAEFI30mg 18 20 SE D HERET

HEUOVTFREZENRELE



A
o1
12
i
BERASEOO0. | ok imow :
- BRS8#HS
T 2 (0.1) 2 (0.1)
BB KLUREBES
BrRER 1(0.1) 2 (0.1)
—i% - EREES SUIRSIROREE
25 15 (1.1) | 15 (0.9)
I 3(0.2) 8 (0.5)
ERPRIRE
FERD 1 (0.1) 12 (0.7) =iz
PS=V P A=
rS5v2T15— 4 (0.3) 2 (0.1) BE
100 E10)
ML 7 F= > 0 2 (0.1)
mehhU 7Y R 0 2 (0.1)
MedDRA ver 18.0 GBI EHEE R
%1 (%)

FAI30mg 182058 T 26 EFEIRUBIER

2
28
2
=4
£
()
8
=

WO AN I EY
Ol M et




B

C
E SENEREER (30mg 1H2ENESEHAS) ICH FZEMERARIRIRR (P L5 X MESHIR)
(]
A NEBENY VT 2 (0.1)
Lecomsitgi il 1,046 (44.4) T 2 0.1
BRER S U BT SRR 2 (0.1)
FRERE 64 (2.7) REES 2 (0.1)
SIEEX 56 (2.4) Bl BB LUHARHDHEY @RS LORY—F 7%
TELR 37 (1.6) 20)
LA 30 (1.3) R B ILIEE 2 (0.1)
IFEL 19 (0.8) e 2 (0.1)
REBFL 18 (0.8) AE 2 (0.1)
%?5& AV IWIVY 15 (0.6) MR KV VI VREE
or B 11 (0.5) &1 8 (0.3)
L1 i 10 (0.4) EIMEREAME 5 (0.2)
BIRAD 9 (0.4) UV SERHAME 2 (0.1)
] 8 (0.3) SFhERRIAME 2 (0.1)
B OEEAJLARZ 7 (0.3) M) RRAME 2 (0.1)
'iﬁ =N 6 (0.3) REREE
ik HmR 6 (0.3) B 201
L DAIVRER 5 (0.2) RS &URERE
{}Fg YA LR EERN 5 (0.2) BHHE 39 (1.7)
ER 5 (0.2) S31UAF0O—)VIniE 11 (0.5)
- SiEER 4 (0.2) BRUJUEY RIE 5 (0.2)
= e 4 (0.2) R RsIE 5 (0.2)
ﬁ?’i EER 4 (0.2) BV LME 4 (0.2)
) 2% 4 (0.2) IEEREE 3(0.1)
g SNER 4 (0.2) BETTE 3(0.1)
s 4 (0.2) R iE 2 (0.1)
- YA VAN B RR 3(0.1) R RE I 2 (0.1)
e BMESIEN 30.1) s
g_g BHEAILRZ 30.1) TR 17 (0.7)
;{?1% bR 3 (0.1) 5D 10 (0.4)
# A VAR 3(0.1) TR 8 (0.3)
BB 2 (0.1) m3->5% 3(0.1)
TR 2 (0.1) 2B 3(0.1)
S EE 2 (0.1) WEREE
WREEL 2 (0.1) TS 130 (5.5)
ER 2 (0.1) SRR TE 64 (2.7)
B 2 (0.1) FroEsE 25 (1.1)

HERBUZEREENRE UCBIERRGEER (PSOR-001, PSOR-003. PSOR-004, PSOR-005. PSOR-008, PSOR-009:88) . F2fE 4
BIEIREE TN R E UM ERRFEER (PSA-001. PSA-002, PSA-003, PSA-004. PSA-0058E8) . BBV DX FEREZRRE UICESN
ERPREUER (RA-0025(8R) [CHITDAAI30mg 18 205 E D HE#MT




<
Otezla

BERRAZSOO7 | somg1m2mmsEpta BERRAZSOO7 | somg1m2mmsEpta
SFEEHEL 24 (1.0) HEEIEN 39 (1.7)
s 9 (0.4) IEE RS 33 (1.4)
SIS pE ST 8 (0.3) BB RS 26 (1.1)
R 3(0.1) wiE 26 (1.1)
RS 3(01) I 18 (0.8)
b 2 (0.1) R 15 (0.6)
= i 5 (0.2)
THERHER 201 TR 5 (0.2)
HHEORBEE =P 3(0.1)
EEEEHEL 7 0.3) @y 3(0.1)
DEE EEE 3 (0.1)
SRDE 402) BE SRR 3(0.1)
Bz 30.1) KB 2 0.1)
S EE=TOv7 3(0.1) 8 2 0.1)
s8R 2 0.1) B 2 0.1)
SEAEIBENR 2 0.1) i@ 2 0.1)
e . 2 0.1)
B 17 (0.7) RS & O TR
[F<CTH 2 (0.1) B 24 (1.0)
RS . WS SO RIBES Z5%EE 19 (0.8)
T 20 (0.8) BERE 5 (0.2)
O EES 7 0.3) 5 402
T 5 (0.2) =B 3(0.1)
BB - 30.1) ZSERRE 3(0.1)
o 3(0.1) THE 3(0.1)
IR 3(0.1) SASBEE R G 3(0.1)
Sim 207 7 201
SRR 2 01) B 207
P 2 01) S BETBEL 201
18 2 01) HEEER 201
e HEERBLCRSAEES
=D 310 (13.2) BIENTE 14 (0.6)
T 296 (12.6) B 10 (0.4)
&0t 61 (2.6) B iE 8 (0.3)
IERE 53 (2.2) e 5 (0.2)
LSS 46 (2.0) TR 40.2)
e 40 (1.7) SR 3(0.1)
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B

C
E BNERREER (30mg 1H2ERSE#HS) (CBIFZEMERRRIKR (P LIS AMESHIR) (5F)
(]

HHER 3(0.1) U ) CEREGR 2 (0.1)

HEERE 2 (0.1) MepFRER1EN] 2 (0.1)

R 2 (0.1) IMepFRESHEA] 2 (0.1)

PAETTEE 2 (0.1) Mmeh)LS ™ LA 2 (0.1)
BHLORBES EI MR 2 (0.1)

EER 4(0.2) 5=, PEBLONESHE

R 2 (0.1) (B BRIRS 6 (0.3)

meR 2 (0.1) 11 2 (0.1)

BrREE 20.1) MedDRA ver 18.0 Glicsidin o]

%ﬁ A 20BER 2 0.1 @??ﬁ éggng 182B8 58 T2HI LB ULEIER

EE ERES SO EES

%}%‘ iefRe 2 (0.1)

BREEE 2 (0.1)
—i - 2 BBES SO R STIDRE
e bt 27 (1.)
',-;ﬁ R 10 (0.4)
ik YIRS 4 0.2)
L RRSHETIE 3(0.1)
a5 SRR 3 (0.1)
3 2 (0.1)
o HETE 2 (0.1)
= BRERIRES
2 B 24 (1.0)
) PS=v 7=
*§ rSv2TIS5—F 13 (0.6)
1810

- 75/\"535‘/@

g_g M kU7 Uy RigHD 6 (0.3)

;{?1% mELS 5 (0.2)

R Mo L7 F= 10 5(0.2)

ML O—)LEN0 5 (0.2)
(ELEY KBS 5 (0.2)
thE1EH 3(0.1)
AEsLs 3(0.1)
FHgteRE RS 3(0.1)
DERQTES 2 (0.1)

*EREULEREENRE UCBIRAKEER (PSOR-001, PSOR-003. PSOR-004, PSOR-005. PSOR-008, PSOR-009:8) . Rz 4
BEREBEZENRE U BHEERTER (PSA-001. PSA-002. PSA-003, PSA-004. PSA-0055(88) . BEIU DY FEBEZNRELIBH
ERPREUER (RA-00258R) [CHITBHAFI30mg 18 205 E D HE#ET




‘q P
Otezla

2. BFREETCHRFTRER—F v MRICKDOEES
1) B EIERARETER
B ERRARETER (BCT-0025158) ICBIIBBHERSIRAR (75 R s ARHARD)

2RERIKS%8 (SOC)  BAEE (PT) TS5 tREE 30mg 1H2O0#% 58
BREEOEENNBECERVEEER 37 (35.9) 60 (57.7)
REBLUREES

BORHE | 0 | 2 (1.9)
HRREE
5 | 7 (6.8) | 9 (8.7)
sieEs
TH 14 (13.6) 40 (38.5)
£ 8 (7.8) 16 (15.4)
IE0t 1(1.0) 8 (7.7)
LasERE 1(1.0) 5 (4.8)
iE%E 1 (1.0 4 (3.8)
MedDRA ver 20.0 SRBFEHmE R
1% (%)

FAI30Mg 18203858 T2HIL EFHRUEIER

EFHRERARER (BCT-002558) [CHIFZEWEARRIRER (7 LS MESHIR)

BEIRAZSOO7  somgimrmmse@w  EoL OO0 somg 1m2mimsE @)
N ST & 7 (3.7
%?fbﬁggggﬁb o 93 (49.7) ;E = 7 E3_7;
REBSURBEE BEER B 3 (1.6)

BHRHIR 5(2.7) %E 2 (1.1)
S BREERIMRS 2 (1.1)

IR 5 (2.7) RES SO MBS
WEREE BHE | 2 (1)

5B 20 (10.7) BEERSSORSREES

FriEfS 3 (1.6) WG | 2 (1.1)

BRBS A 2 (1.1) —1 - REEES VR SBUORE

iR 2 (1.1) WNE 6(3.2)

IFRES . MIZB KUt 2 2 (1.1)

EUSESE 2(1.1) MedDRA ver 20.0 AGRES ST

SEE= BI% (%) -
AAEI30mg 1H2E%R5E (24) T2HIL EXRUIZEIER

T 58 (31.0)

CTDY 23 (12.3)

Izt 9 (4.8)
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1) EEMEE ENRISEIHEERKSER . PSOR-01155%
HERBIE
HBRFYaY | BESIESHERAR. SVJ AL, ZE5R. FSERERHR
Elitaithis B
TRRZEDARKREE (BSA) 10% L ERUPASI RO7 120 ET. BAIEEANTEE
POE TSNz, XiE BRrEACEYICIY FO—IL/BETCERVDHEE~FEDSHM
R C 20/ EDBARAEE 2544
TS uRNBHEA T XS520mg 1820158, 30mg 1820KR58. XE7S
. TARBEICT 111 TS VS LICENIT. 16 BRIRS Ulc. 16 BIFIC IS RBEDES
’ EERTITATAS20mg 182E85. 30mg 1H2ERSICT 1 THEINT L. BIC
52 B DEEE S ET oIz,
B
EN#&HRSE DI1BER A5 (PSOR-01155%) OBMMEMBEDEL (151686
7S ERE & DBRgE
20mg 1H2E® = 30mg 1H2E e
mg ’ mg S it R
e o 2SI P
20mg 1H2@® 30mg 1H20
w5 w5
PASI-75 16.4 21.1
23.5 28.2 7.1
AR [5.8, 27.0] [10.1, 32.1]
(LOCF) (20/85) (24/85) (6/84) p=0.0032 p=0.0003
SPGA
(OXIZ1) 23.9 29.6 8.8 15.1 20.8
ERERC 17/71) (21/71) (6/68) [3.1,27.1] [8.2, 33.3]
(LOCF)
% (f51%52)

a1 TRIRE

b:Hochbergi(c & EitzEE

CIR—2S5A VIHICSPGAR T H 3L EDWEREE R E UTe @
) ABIDEIBR S % DARAZL - AEF [1E30mgx1H20. #&ICROKBS] THhd.



a®
Otezla

2) BEMSE 5515 MIBEEHRTER | PSOR-008/00955%
HERBIE
R®RFYPrY | BIE. SHREE. SV AL, ZE5R. FSERNBRR
PSOR-008:8  KEH. BN, hF 5%
ST PSOR-009EER : M. B, 175
s BSAT0%LIE. PASIZO7 1210 £, SPGAR I7 3L EDPEFE~BFED 185 L
DEEE 1,257 (PSOR-0085E: : 844%], PSOR-00955 : 41341)
FSERWRBEATRS30mg 1H20R58 . XFFSERBIC2:1TSVILIC
2T F, 16BRIRS Ulc, TS ERWBHD IS REIFIINT, 16 BIFICERNCA T
ZAZ30mg 1H2ERSICYIVER . S ERWBHADA T X530mg 1820583
BREEERIC32BF LIz, P TRERBHICATRS30mg 1826858 T
755% BolBEDSB, 325BEEICPASI-75 (PSOR-00858) XIEPASI-50 (PSOR-009588)
mERUCBEIFFTRS30mg 1H20RSHXE IS EREC 1 THS VI ALME
NIz, TS ERBEOBEN 52iBF TICHRE L UBICEATRS530mg 1820
REEERI U, 52BRICRPR S MEHESRICBRITUILINTDESE[R>FTXS530mg%k
1H20CRRAGEMIRS U,
Bk
B B MAEERPRE 5% (PSOR-008515%) DB MERBEDEY (155 16:8H)
BRgE
30mg 182ER5% 7St [95%Cl]
piE*®
PASI-75 27.8
33.1 5.3
ERER [23.1, 32.5]
(LOCF) (186/562) (15/7282) 6<0.0001
sPGA
OXIF1) 21.7 3.9 17.8
ERER (122/562) (11/282) [13.7,21.9]
(LOCF)
% (f51%5)
a:@mAlHA ZERTE
B SE MAEERPRE5R (PSOR-009515%) DB MRBEDEY (185 16:8H7)
BRgE
30mg 182ER5% FSERE [95%CI]
piE*®
PASI-75 23.0
28.8 5.8
EER [16.3, 29.6]
(LOCF) (79/274) (8/137) p<0.0001
sPGA
(0XIx1) 20.4 4.4 16.1
ERER (56/274) (6/137) [10.2, 21.9]
(LOCF)
% (f51%5)

a:mElAhA ZFEE
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3) BZRFIERIERR
sLEREIE

BN B MBERAREHER : PSA-002/003/004/00551 5%

ik i

FMBZfEER A . WITEFREI R

SSIte e

PSA-0025(8 : KE. BN, hF 5%
PSA-003&8 : KE. BN, hF 5%
PSA-0045 8 : KE. BN, ®BEF

PSA-OO55ER : KE. BN, hF 9%

R

PSA-002/003/004 8% : PSADEEZHIN' 56 H BULZB U RS FNISEYZH
BEEMETTY D FE (DMARDS) [CKDBEICHNDDS T EENEPSAZRT S
£ 1,49361 (PSA-00258% : 50441, PSA-0035E : 48441, PSA-0045% : 50541)
PSA-0055 8 : PSADHEEZRIN S 3 1 B ERE L. DMARDS K2 5BEEN TR <
EHAEPSAZB T 2RES270

T3k

WREATAS520mg 1TH2EIES5E . 77 X530mg 1H20#E5HXIE S EREED
WINAICT 111 TSI AICENT S, 243885 U, 163805 (CERREE I ER
BEIEN 20 %LU LB LD S ILBE I RHBR L. BRI CEREERS UL, 75
CRBEORMBSIE. 77 X520mg 1H20KS5XEFTX530mg 1H2EES5D
WINMICERTCT 1 THEIII Ul 277 X520mg8EM 0 30mg B DR ERBE BB 1S |
BRE0F T XSRS ZER Nkt Uz, 24 BBS(IC S EREBEDEEZF T X520
30mgD1H2@TBEDVINHICERTICT 1THEIIFL. 77 X520mg 182E
BEERO30mME 1H2O0KRSHDEESF. BRI CEAEDHRSZ iUz,




i ®
Otezla

B
BNEMBERRER (PSA-0025K58) OB MERBEDER (18516:807)
Bp=°
30mg 1H2O#% 58 FSthEE [95%ClI]
piE°
ACR20 19.0
38.1 19.0
ER [9.7, 28.3]
(NRI) (64/168) (32/168) 0=0.0001
NRI: Nonresponder imputation
% (f5%5)
a:DMARDDER (5 -#) ZEB& UizCochran-Mantel-Haenszel#&E
b:Hochbergi&lC KW ZE =R
BNEMBEERER (PSA-00355%) OB AIMERBEDEY (18516:8H)
B¥Rg=e
30mg 182058 FSthEE [95%ClI]
plE®
ACR20 13.4
32.1 18.9
WEER [4.0, 22.7]
(NRI) (52/7162) (30/159) 0=0.0060
% (B1%5)
a:DMARDDER (&) ZEB&E UfzCochran-Mantel-Haenszel4&E
b:HochbergiilC kW LE M= HE
BB MBEEPRENER (PSA-0045K58) DB IERFEDER (12516805
B¥R=e
30mg 1H2EO% 58 TSt [95%Cl]
plE®
ACR20 22.3
HEE 681167 317169 113.0,31.6]
(NRI) p<0.0001
% (B11%5)
a:DMARD DR (5-#) ZEB& LizCochran-Mantel-Haenszeli&E
b:HochbergiAlC &Y ZE M =R
BNEMBERRIER (PSA-00555R) OB RMERMBEDEL (18516807
Bp=°
30mg 1H2O#% 58 FSthEE [95%ClI]
pi&E°
ACR20 14.8
B 541176) 287176 (6.1, 23.51
(NRI) p=0.0010
% (f51%5)

a:mAlHA TR E

b:Hochberg/AIC KL E M =TT
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Y N—=F v bMRICKEDOFES EIRFERSENBEREARGER | BCT-002: 5
HBRT A
i

EMBLMHRER. S5 A ZBER. 75 BRNREITE R B R

HZ. ML, XKESH

International Study Group (ISG) B#(CKUAN—F T v MREZEITNIZEED
55 AT7U—ZVIBICORESRZE L EItFRID12 1 ABIICAR<£H30
OFBEZEELTSY AN—F1v MRICKDORERICHT 2 BEENHDES
20741

R

FSERTREATIE., BRI, RESEROBEDEE, RO (4. GELUN) T
BRIL. 77 2530mg 1828858 (57 2530mgx182E485) XF S5t
(FSEREIE2EES) OLETNHICT 1TSYSLCEMT, 12BRIBS U, 2
ERSHTE, PIERRBECOBRMEERFUEE. 26E4T2530mg 1528
‘5 EL. 52 BERS U,

HEPABEOBRTES LT, BYNTHHADEEEEE LT, FSURRBBEN—F v M
(L3 T 2% (R EROBH) ERTE Uz, Ffe. FSERHBRETROERRS
HTlE. OEBEOSHBRYTLBRICEELBVESICOR LT IV F U2 0gIBR S
2504 R (948) DERIRTEUlze NA—F T v MEIC K BIRER X FOIRERCH LT
&, T ERWEE ., RELRSHAOVWINTCHEIBRERAT O RREFIOFERETEL
feo BO/BAERE (URAA VIV ETOIAFYI Vv OERET (OREEY
(3 2ESE B DERDFHIZ T TRV & S FHTR R 24 D MHERBFAT) U,

PP

¥1 R0U—Z—VIHIC2EN LOOEESEZEEL. hD (1) 20148 OS5I LENFIFBIC2EU EOORERZE I3, X(& (2) 2D
1~428# D>V LERIFRICIELU EOORERZE I 2EEE U,
%2 JVEFVIRBERICBVTIN—F v MRICHUTKRASE TH DD, [S5FEEA] [CRDEN—F v MRICH T RBERNRHSNTLS?,
%3 TIVAIIFEARAR THS.
¥4 BNTRRIODIUAFY IV IAVEREVTERIN TS,
a) BEFBE | EREROEINIMER ISR DRREZE LDOEIRWCDOWT (Fa2149815H)

=]
EEHREENEERER (BCT-002558) OB EMBEOELN (185 12:80F)
30mg 182EB58 FSERE
STEEY 104 103
BN\ TEFY 129.54 222.14
OESEEHOAUC [95% CI] [98.09, 160.99] [190.80, 253.47]
EERNZ) PSR DR ~92.60
[95% CI] [—130.59, —54.60]
pis? p<0.0001
el 103 102
B/ )\ FEF —-40.7 —15.9
ORESERAI7 o B - B -
(VAS) DZALE [95% CI] [—47.3, —34.1] [—22.4, —9.4]
(LOCF) FSERBEE DRI -24.8
[95% CI] [—32.8, —16.8]
pis® p<0.0001

AUC: 51286 & T OOREE MO BEhiE N EiE

VAS : REFHIEH R T —IU
a: HEDH



EFH RS MEERRKEEE (BCT-002558) [CH I3 ORERADEFHHERS (TT, RAE)

(Rt S F s -+ i ) S SRS

=@= 7’StzR/30mg 182EHRS5E
=@= 30mg 182E% 58

0 | L | | | | |
0/BS12 4 6 81012 16 28 40 52 64 68/FU
B5%EZE (8)

weweA B oms| 1 | 2 | 4 | 6 | 8 | 10|12 16| 28 | 40 | 52 | 64 |68/FU
37.5“1;% 103 98 | 97 | 93 | 91 | 86 | 83 | 82 | 83 | 78 | 73| 70 | 67 | 82
el Mean |39 | 29 28|23 25|22 19|20 07 08|07 11 08 20
30mg18 n | 104|101 | 101101 | 98 | 94 | 94 | 97 | 95 | 92 | 85 | 79 | 75 | 85
JEE5% Mean| 42 |19 | 1.4 |13 161210 11 /09 |09 09|09 |14/ 25
BS:N-254Y  FUSHREEN  niSHENSMBEM  Mean: OEEESOTE

ZFZER/30mg 1820858 F. 128IFICAEI30mg 1B2EESICYIVEZ SNz WINDEDIRS 64 BIFLEEAEID
BESFTnNTUIEW,
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ERESUIEERSEREOUE]CTHIBELZE N,

PDE4EEH

ATADE

Otezla® Tablets

\ BABEBRNEES | 673999 P % | =ame
10mgs | 22800AMX00729000 A% m M| 3
& @ B S |20mgiE | 22800AMX00730000 EMEERE | 2017427
™= 10mg 30mgs# | 22800AMX00731000 B % B %8| 2017438
20mg |® » » = ® | PoeamEAl — B8 & | TS5k (Apremilast
30mg BR 7 2 | 77X 5e8210mg. 20mg. 30mg (Otezla® Tablets)
FIUSS AN B R | MEASEEERRY P EE-EMSOLBECEIERTEIE

2. E2(ROEBEBICFHZES LBV E)
2.1 AEIDES T3 UBBEDEEREDS 2 EE

= N
2.2 FHIRS SR LT L) SETREM DS S 1% [9. 58] FRABOL. (AL T SAECHRENRDSNTHY. L MBSV CRIARERS ST
TN BETEE. [2.2, 9.480]
3.4 Ak - IR 9.6 {EAE
31 85 BB OERERVBIXBEOEREEZRL. BAORGEUSPIIERE T2 & AFD
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