HXNF o = FHNE N 8825-CL-0101
LA KL Ly J ASEERE
CONFIDENTIAL

BEMRIEBESLR - 7 AT T ARG A

Bt

B4

WHEREE #ME

AERDIFRE : WA TF . 2T NV ENVRIERFGRBRRER— LV 2 LA Ly 7 R EREEE
ZRR L Lo 77 A I H B B Feisal iR —

ABRECEm - HRAZES I I EE
AEREMMER : 51 ik, HA
DRI« RAFE

SAERHEAR - AV 143 U H
HEABAIRE (RPIDEIER) : 2017 43 A
HERIRTH (X¥EOFHER) : 2018 46 A

B&D T 1 —X : BEIRTEH#

BHeY :

BN DS EORFMEL A M LA Ly 7 ZJEGRE (RLS) BEEZXRIC, Sl dE T o4
IMEZEEBRBERIELLBIEIC L 0, IR F o = F HLENL 600mg XIT7 T RA 1 H 1 [HFE
Hih L7c b &, RLS OEGEEFMA S —/L (IRLS) A a7 Z{L&ICES 7T vRITxT 5
TINRF 0 T F TV eI 600 mg DA MEZRGEES D, £7z, HAXUFr =FHEN
600 mg DM RETT 5,

ERAE

AR, PEEDD EEORFENE RLS B (HEEREH 360 ) Zxi5 L Lo s,
VESAL, “HER, 77 BARXR, BEHEEGEER S UCEME L,

(BB GRIN D JRINFEHE 2 7= UBRANEMEICHRAL L 20 WIS, HER T T 78R % 1 EMES
L7z (RiIERH) . 20k, ABERRFOBRIFILAE A5 7= UBRAMEUEIZHUAL L 22 W B IS, TRH
ABRIE (X F o = F e 600mg HDH WL 7 1R) 2 “HEMR F CHEERLIZED Y
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HNRF v I ENL 8825-CL-0101
LA ML ALy 7 ASEGRE
CONFIDENTIAL

T, 1B 1EYERIC 12EMREARS L (aEE), 2 BfORE/RTRIC, BRERTTT S
BARE L ERES L, BBl o7 (BB,

272U, ABRERRF ORI - RAMNEEZ G- TEED O b, WiBEMEREO 7 LT F=07 )
T T v ZAHEEME D 60 mL/min LA 90 mL/min R DHENE, T XA ME_EER T TH A F
Y ZFHAEA300mg HDHVET T EARE L EMES ) L, 0%, AT
FHAEIL600mg HDHVNET T EARE 11 BB OF 1288 GBS : Wi 25T &5 L7k,

HEREY (BE BHRRUEBHINR)

B A BRE TR TR & LC 1B 180 51 (2 & 360 f51)

7 2B 375 B

FERHT KT G

Safety Analysis Set (SAF) : 375 ] (7°Z 2REE 186 5], H X~ F o =F B /L EVEE 189 fi])
Full Analysis Set (FAS) : 374§l (7"Z7 &AREE 186 B, H XX F> x=F B /L EILEE 188 )
Per Protocol Set (PPS) : 362 ] (77 &AREE 181 fil, H /XX F> = F /L EILEE 181 )

TRV EELGHEAANELE .

BIREE -

UTOREZR2TWIZTHE, KlBROXR L L,

1 & SR

1. ARBRCEDET A FIE (] GRS RO B -4 2 BIhaT 2R, & B 01ss
FEZB DD L RERICEIC L CERBEN G LN B,

2. [FRIEBUSREOMEED 20 LA E 80 mELL N DS, MERIATE,

3. EEERLS WF%E 27 /L —7 @ RLS 2Wr k4 (2014 FFEERR) (28 Y RLS &2z,

4. RIBIZWIBAAREATO 1 7 HRBICEBWT, RLS OJEIRA 15 HLL E®H 5 B3, RLS (IZx3 576
W2 T TV DAL, 2 OIRHBMGRHT 1 5 ARIC 15 BEL O RLS OIERN & 5 B3,

5. BIBIZRHABRAARRICI VT, IRLS A= 7 A8 15 LLED A,

6. RIBIEHIBMAA OV 7 < &b TR D, R8I UAEENEE, R3S UBIA TR F o0,
HRRF o =FHVEN, TUHNRY CERALTORNES,

7. BTEEMIBRLA R 07 L 2RI D, RLSIZXHT DI (A4 4 REH, <oy
T A, RREERERR RS CAEENER) A TR VLR

8. HMEDLE, LLTFOWTNMNITEEY LIZEH,
TR 5 RTREME D 2R WBFE
o HIBIZHABHAARFICEARR L TV D BE (1D EA KRS
o BB T & 52 1 7o i
YRS 2 FREtE D & D B
o BRI K ORI DR HHZ D 28 AR L2V 2 L ICFE LB
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HNRF v I ENL 8825-CL-0101
LA ML ALy 7 ASEGRE
CONFIDENTIAL

o  HIBIEHIBARAIF DAT IR A CRatk D B3
o RMERIOMAW AL D YralX, HEBRHIET, REBIEORKEKR 5% D 28 A, TRRICE
D D HESL S VTSR IET ) O 2 FIHOBHEE (D7 b2 b—23NUTE) LD
ZLIZEE LA
T WS SV T O LB
o KRB INIREOBHEIEZ IEL RAT 2 Z &IT X Dk
e IUD (intrauterine device) & %\ I IUS (intrauterine system) O X 9 72 7-& Nas B
(2 & DT
o BHEMBLIVIFEMHAD =Y F—AIZ L5 /NY TIEIC K 2#EHT
o UXAE (AF /A 1T K DkEE

9. LMBEOES, WY, RBREOREKELG%O 28 AMIZ, RAEITORNI LIZFEE
L=,

10. B O%E, R, RREO K E% O 28 HEIZ, IIFRiEEIThRnZ &I
FlE LB,

11. RERHIRT, oM ARBRICSIM L2V 2 L ICEE LTS5,

12. Body Mass Index (BMI) 7% 18.5 LA I 30 Ko (BMI= (K& [kg] /HE [m] %),

B IR

13. 1REHIBAMGEFIC BV T, IRLS A2 7728 15 UL Lo B3,

14. FUBLZRE (1 8[E) T4 BLLERLS OIEIR (477, &) MR bhi-HE#E,

15. ATBIEHABHAAIREIZ 81T D Cockeroft-Gault IZ K WHEE Sz V7 F =227 U T 7 Aif
73 60 mL/min VA D B&
VT F s VT T AMEEEOR L, RBRERGEED 5.7 FOMOREHEH, K
BHEHEKOMEFEESE L L,

BROVEZE

DUFOEEDO TS T D56, ARBROXIRE Lol
1 & R B5
1. RLS ORMIiIZ 522 2 M T3 RERR IRy IR 45 D REAR R 55 2 & DB T,

T MEARAN Y 77T Tk p E OREIRFFEEMER 2 20 D 7O O 2 A LT, B~
BICL DMEREAT o T2, S BICABEREO T v 7T — RGN E O FERNED 11 LLEDOHFA I,
EARFE S O A 0F O M2 s LRI BAT Lz,

RS UAMEBNERDIRIRIC L W, RLSIEIRDA—F AT — a0 Ny v ROBEERSH
B,

PRRBECIEBIE S 2 6 0F L T2 BE (BERBMIERIES, S—% Y N, 2RI L
JE, PAXRVT, VA M=7, BV v~FE),
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TSR F o = F H)LE L 8825-CL-0101
VARV ALy 7 AGEMTE
CONFIDENTIAL

v br— A ARBOFERPEZ G L TWDEEL, ERZHAMOERE, H 2DV T - IR
FlZRRA LT b B,

HRE6H A DOKREIZBWT~EZ B B Alc(HbAle)> 7.5% ([EIFEIE (L HbA ¢ 7T [NGSP
fii])

5. [FAEBRSAT6 7 HUNICARERN G 28, & L < IERUBRETEAM OISR HER ) B
DV AT N5 LA L2 B,

6. 77=27I/) 72727 —B(ALD) H LK BT ANTIXF VBT I ) T AT 2T —
¥ (AST) OEMEARD LN TNHEE (BE6HWADKREMESE LT5) (EEHED
RITER O EEE IR AEIZONT) [ER4H 6 A 29 HELH 80 5] o7 L—R2L Eas
BIZT D),

7. HEEHDLVIIEED S O GEHEROBK EFHEI~=a2T7 VESK) &L T DR
#,

8. T — URTHE I T B OO H 5 BF, TEE 1 AFERNICHE A SUIKITE 2 25
L7-HBE,

9. RMREE (KMEBEEZELe), WEEET, fARREBREEICEF T 5B,

10. ERRPICERD 2 WIIARLZERREBICSH 5838 (Blx1E, BHEEEOAG0HE L <IEBEE, &=
EIRDBRS, MRS, BRAS, IMIRKES, EAE, BMRELATL8H),

§: EIINEORIWEA O BEEE SOV T CEk 44 6 H 29 HIRZH 80 B) D7 L—
N3 255275,

1. TR F AR LIsUE OBEE D & 5 B3,

12. WEMC TV HANRY ) AR F o = F e, Xt ASP8825 (GSK1838262, XP13512
HETe) OIRBRIEZ IR L7,

13. RIEEMIBRME A AT 12380 (84 B) LIS, hoERAEK « EREIEOIRER 3 il
WRFEZ ERARTERIC SN LT 83, UIBIESINL T\ 5 B,

14, FRBROEE, ARRBRICBITR T 2 3L BT 275 5 RERE RS (CRO), TRBAM A ST BB SUIAT
BR oD IR BB ST\ 5 B,

15, PBR BT A SO TR HERT O HIWT T, ARFEBRSINTHE S 200 &l 7z B,

REGREF

16. RBIZHIBRAEIRC L~ VAR IBAAAIRF O IRLS 2 =2 7 7% 10 BL FE T L=,

17. SRBREEE A SOTRBR O HRIERT MBI W T, BARRE CREMICIE L 2 BRE 1D D
B (TERLEORIWEM O REERESBEIEAEICHOWT) [ER 446 H 29 HIRLH 80 5] @
71— K3 %B5FICT D),

18. 2 hr— A RROFERFEEZ S0 L T2 EE RIBIEH ORBEAIZ T HbAle > 7.5%
[NGSP fE]).

19. AIBIZMIBRAEREF O EERMRAIC T, M5~ = U F 2 12 ng/mL A O BHEY,
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HNRF v I ENL 8825-CL-0101
LA ML ALy 7 ASEGRE
CONFIDENTIAL

T BARGEAA A A =0 R BREEHERZE B S SFNEEEMIC X 528 MIGREEHUGT
B2 /MUC T, MyE 7 = U F 2 12 ng/mL Kl I8 R Z T, B LTV D1R08, SRz g
M&HHVNFRMDI2NEERZ TH Y, BRI TR PMEL SN TNDH I Enb, AR
BRCIIERZEMZ MG 7 = U F A2 12 ng/mL Ajifi & €% L7,
20. ATBIEEHIBRLARF ORI AIZ T, ALT & L <X AST BNEfEDEH (IEXELEORIEHOE
FEESBHVEIZ OV TR 446 H 29 HIEZHE 80 51D/ L— R 2 E2BEICT D),
21, WEERT D ATREME D 7o W (RPULHE 8 [T D) LSO LMEBE T, RiBlaiic i L7
IEHRRRA S 5 0 IR LT 5 &l S hui- R,
FRER T A U TR E R O FIEC, AFRBRSINCIE X 70 &Il S - B,

WERE, AERVEREAZE Ay bES:

TN F o mFAVEIVEE 300 mg: 1 BEHFIC AR F L =) e s LT 300mg &
BHT 5 ABORNE

BN O EI7E TR Fr = F e AEE300mg & 1[R[ 2 88, 1 H 1 [EAYE%IZ12
AR ARG Uiz, 72720, ABRERRFOBRIR - RIMEEZZTEED 5 b, AiBlEIBHAREO
I VT F=2 VT T AHEEEA 60 mL/min BL_E 90 mL/min Kjw DA X, H AL TFr
FHNENEEZ00mg K OH SR F o =l IV ENAEET TR E 1A 1EE, 1B 1 RS R%
21 EBEBS GEEE) L, 2ok, ATy oA AEE300mg & 1R 28E, 1 H 1
B4 /1% 11 B O &G LT,

EPAN- TN |

BEE EUGEE SRR
ATELE ¢ 1 R
1AW (a2 5Te) « 12 M
“Elay 1

XHRE RERUVEEAE OV LES:

TN F v mFANVENEET TR AR TF L mFHIVENVIRER LR, HIR
vF L mF AV EIVEE 300 mg & AMEL EERBIARBE /R D FEEE
RAERORGIE AR F o =T Ve ET 78R % 1E 2482, 1 H 1EYEBHEIC 12
AR AEE LT,

Saked 8 8 B

ETMmEE
H3EFFMIER -
FEEIER : IGFEMRAEEES GRBRIRIR S 12 BEF) [CBIJ A IRLS A7 DR—RAT A vk

DEAY &
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HNRF v I ENL 8825-CL-0101
LA ML ALy 7 ASEGRE
CONFIDENTIAL

BIRETEIE E : AR AT 31T D IRLS A7 D_—R T A b OB g, BT X HHHEA
MR (ICGD DAERER, #EREIC L DMFEAIMEREE (PCGD DA, v v/ — iR
BMZEDOR—=ZF A inbDOEbE, 7T ARRREON—=2T A 1602 R, RLS &R A
AT DR—ATA DO R, @EMBATEOE (QOL) A MIET 7= DIC% S afE
B 723l R (EQ-5D-5L) DN—R T A b DAL

TEMFHMEER -

NABZNYA o, AERR, BIRRE, KE v 7TV —2RARE

HMEtFi% -

AL
IE?%EE:N~X?4V#%%%%%%ﬁ$ﬁif@nusx:?%k%%ﬁ%kL,HT@
YIRS A b O AEIE S BUINTE T VA O, 1GR IR R GUBRSER 5 12 HIKF) |

D GREOFEF VB L D= (T AR F o = F IV ENVEE— 77ﬁfﬁﬂ%ﬁmb
TFIRRBEL T ARTF L VB NBER IR LT, IRE O R LIEIZFE 5 35 o
\Z2WTIX, Compound symmetry 2 HiE L7z, FZERMRHTIZ FAS I3 L CEME L, BEDAEAK
YEIX M| 0.05 & L7=,

B EHMERE SO IRLS A 2 7 L E=IRLS A 37 DX—RAF7 A ME+HEMH T IV *+ 7 LT F=

I VT T AR T Y O+ GRS xR

a: F AT U (50 RN, S0RELLE)
b: 7 LTF=2 P YT T AMEEM AT Y (60 mL/min LA E 90 mL/min i, 90 mL/min 24 |)

BIREEMIE R : 55 IS D IRLS A7 DR_R—R T A b DL RICHOWT, FEHNE MK
UA~X74/ﬂ%®QME®%ﬁﬁﬁE%EML,%“ﬁ T ERAWTT T 2REEE TR
T TN AREE R LT, FRE R OV— 2 T A S OB RO IEHE R 2 D
oy hEVERR L, PERI, 4E#R, RLS OFEE, IRLS A7 D_X—RA T A UfH, K/ T I=2A
NORNEHE, SR BOREMIE 2K T & LizV 7 70— 7kt &2 i L7=, 1CGI & U PCGI O
BHENRIZOWT, BRIIRELOZED 95%(EFEIX M 25 H L, Fisher’s exact i & T 7 R R
LN F I'J‘ij/I/If‘/Vﬁi%ttii L7, AR E 5% EHEXM O 7 > M EE LTz,

BRI SIS RBT B By Y oN— JEIRE R, 77 R ARIRRE K O RLS KR A 2T DNX—RA
4/#%@Wm£_owf %ﬁ1&UA—X74V#E@%k%@gﬁﬁﬂ%%%ﬁb,ﬁA
B EANWT T T REL AN F o = VR L, BAER OR—2 T A
YO OB L EOEEEAEERAED T 7 v N AR Lz, #iHliRERICIS 1T D EQ-5D-5L (D~ —
ATA U DEDOELEIZONT, BERONR—2 T 4 VOB L EO BRI RZEH L,
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HNRF v I ENL 8825-CL-0101
LA ML ALy 7 ASEGRE
CONFIDENTIAL

T2

AEFELROMITIZIX, ICH EERESEMGESE HAFER (MedDRA/J) (Version 19.0) DEFERIKSy
i (SOC) L EAFE (PT) onFEHW-, AEHSR, HEERAEFLR, PLIIE-TCHEHFRR
F ORI B L 72 A HF R R OB L OEIG &, SWERIRSHE, EAGER NGREIC L - TH
FHL7, £, BEREEICLIAEEFLOMBLOEEZE T L, £, W, FEomE BRI
JER L2 SRR DN T O A HEFROFE L OFIE 2 H M Lz, BRAREMEOMIT T, FHEfEsE
HIZOWTIE, AR Z S ICEMEtE A JH L, SGHIRY, SEMEpE & ik LT, ~—2
T A IS KFEE S TERRO bR R EM DY 7 b T — T VBB LT, FHEEE B IS
WU, RIS S SN ERER T o7, N AT A v, RER DTy 7T — ARG ED
AT TIE, FERHE, R—RF A DO EIZHOWT, FHME A S L ICERE R AR LT,

BROEN W
HERXR -

AFRER T 533 Bl b RIE A TS L, 506 FlIZATBIE FRBRIE G- S 7z, izl 133
BUANBRIIEAE 2l 72 S 720 o 72, ATBRAEEEICHRAL L 72 F 0B Tk & e o 7o, Aig %
mTw_ 375 (il &kt G & U CHITBLEWIBAARIE O Al (50 7iAi, 50 ikbh b)) K& OVRiTE 2 1 BA ik

B2V 7F=0 707 7 AHEEM (60 mL/min LL_E 90 mL/min A&J#i, 90 mL/min VA F) %
%k?‘é%%ﬂ%ﬂ@ﬁﬁ%ﬁb\, 7T R (T TR I AL F o =F BV EIL 600 mg

(HANXF v =V ENAEE) 2T X NZEI0 T2 (7T 'R 186 fil, T XU F
TFAVEAREIRI B, ZDH L, RERSETHINEX, T BARBE1TIH, T A F =S
EVEE 173 BIOEEE 346 HITH D, 2 TOBEIHBIEIARBRIEN G iz, BB =T
TR REE 13, HARF L = FHAEAEE 16 G TH T o SAF %, 77 EAEE 186
B, HARXF = FHVEIRE 189 B, FAS X7 T EAREE 186 5], H/NRUF L =S v
EULRE 188 f5il, PPS %, 7T bAREE 181, WAL Fo =F BB AEE 181 il Th 7=

7.

ANOFETEHRUOR—R S5 1 O

NEAFEHFRRED 5 B, BEOEIGIE, 78R TS57.5%, HAAXF = F e N
RET52.7% ThH o7, FHFERIT, 77 BREETS5225%, I F o = F HIVEARETS1.2
mChHY, BETIZERETH T2, IEEBOBBM O, 77 vREET 12.18 4F,
TNRoF v = FANVEARETI0804ETHh o7, HE, (KE, BMI O BT, #FHFG5HT
FRETH Y, #ERBICH O RERBALNAR ST o AIMEFEBEE ON—2 5 A
VED S B, IRLS A7 OFH)E (SD) X, 77 B AREET238 (54), A Fr =F L
EARET 237 (52) Thole, WTHOHEA S, REHERICHONRERIIH LR -7

3.
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HNRF v I ENL 8825-CL-0101
LA ML ALy 7 ASEGRE
CONFIDENTIAL

BOHEDORER -

FEFMEIER

o  TEFMEIEE Th HIBEMIRAIESD IRLS 237 DR_R—Z T A b DELEIZB N T,
TRXRF o = F VAR, 7T RARREE BITIER RO IRLS A 2 7K R A3
B O, BHRERICHEI A E AR SR> 72 (Mixed model of repeated
measurements [MMRM ] f#47, p=0.088, A E /K% 0.05) o

Bl R Tl 1E B

o  HFHMHEEA D IRLS AT DR_R—RAT A LD DOELETIE, RFEMZE L TF 7 RS
AR ARF o 2NV EAFETRY REREEELRL, 2, 4, 6 LTV 10 HFFZ, AN
NRUF Ly ZFANVEARED T T BRI T DA B AR ZEZNRO bt Gy
#) .

e ICGI XO'PCGI OFZhHETIE, REMZE U CT 78 RBHIERT AR F o = F e
NEEDA RN LD @2 7oy, IR BIERF O ICGL XU PCGI DARNRTIX, &EGHE
R HERH A BB A AR o 7= (Fisher’s exact B7E) .

o oY NR—JIEIREMZE, 77 3 ARRE, RLSEHA 2T, EQ-5D-5L DX—R T A ik
DEACETIE, TN F ZmFANENAREE T T EREE OMICH LN REZRITA LR
ﬁ#ok[mzHE3”EQ|mﬂo

T2HDFER -

o HEFRLZORBEIGIL, HWARUF v T FAIVENEET49.7%, 77 B REET382%ThH Y,
TNRUF o IV ENABEDORBEIE N E Do Tz, BRIE L OBEMEN T E CTE WA
ERERGORKBENSIL, IARCF L o F AL EARET 31.7%, 77 BREET 194% Th o712
(£ 8). AEFRROWBRIE L OBIEIEASEE T ROVAERRORER, WFROREH
BIFLAENEETH T o

o  REEIAMN 10%LL ETH A EFRIT, AN TF 2 o L EVEECIIEIR (13.2%),
BIREEZ (12.7%), FFEMED E W (10.6%) THY, 77 REETIXRMAEAZR (10.8%) TH-
e (F10). FBEIAED 10%L ETH - I sBRIE L OBIEMENGE TE RO EFGE, 7
NRRUFy T ANEAFETHLNBIR (132%), F8itEOE 0 (101%) THo7-

).

o  AKEBRIZIEL LImBE IR0 Tz,

o HEELHAEFRIN AT = FHAENARED 3 FH CREREET, EitERmE, 77
T4 TRV & LD B BI, WO F5 b MBI & ORISR A E S

1.

o RERIDBEGRIEICESTZHEFRIL, TAAXF L = FHLELRET2.1% (4/189 f4]),
T BRBET22% 4186 f5l) IZHA LTz, EHILIZESTEAEERD I L, WTNALD
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HNRF v I ENL 8825-CL-0101
LA ML ALy 7 ASEGRE
CONFIDENTIAL

FEC2HILL EICH DN FERIE, BT W (AR TF o = F HILENRE26]) Tho
o RIRMATIE, BWHARRICH SN ZER CEIRICHBEE 2D X—A T4 InbDE
IS0 o7z, BRIREICEE QTR A E O EEICE Y Lo BE1E, 0l (TR
WARBRIEOB R 12, HARXUTFY = F IV EARC LB (TABYERT 72—
>1.5xULN) A b7,
o NAXNYAURMEEOWTIE, BIKMICHEE 2D X—Z2 T4 U NEOEBITA LN

o,

o Ty U—RIRKREIZ, LR AL ORKRIICRE E 72D _X—R T A4 D DO H)
XA BN T,

e

PEENOEEOREEL A ML ALy 7 ZEBRRE (RLS) BHEIIXT 20 IXFr o
AV EN600mg & 1 H 1EFE AL Lz & & ORGP HONT, HARUF o = F VeV,
7T RREL BICTRBEIRAEEEA O IRLS A 2 TR TR BT A, TRFEHIRAERE AL IRLS A
a7 OELEIZBE W TR GHMICHEIN A B AT R ENR Do T, BEMEIZOWTIE, K&ER
MEIZ A B h o7z,

= 1 BEDAR
EEEE 5334l
BIEREEARIA R 256
&8 508 AIERSHAFRERS 506%!
BIERZHAPIE 13341
S VA LA 3754
TS5wARE 1866l HANRRUFY IFAIELE 18945
dik 134 ———— ik 164l
5ET  173% 5T 173%
RESHPRARRERS 173461 RESHRARRERS 173461

Source : Tablel12.1.1.1, Tablel2.1.1.2, Tablel2.1.1.3.3
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TR T T F e
LA R ALy J RGEERE
CONFIDENTIAL

1 RAHMRERADOR

R FoF LEEnT-EH]

8825-CL-0101

0 R J N TF -
e | Do | g
(N=186) (N=159) (N=375)
SAF 186 (100.0%) 189 (100.0%) 375 (100.0%)
FAS 186 (100.0%) 188 (99.5%) 374 (99.7%)
PPS 181 (97.3%) 181 (95.8%) 362 (96.5%)

B GEE)
Source : Tablel12.1.1.2

2019 41 A
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TR Fr =FHE L
LA R ALy J RGEERE

CONFIDENTIAL

=2 AOMEHEHRTDOR—X 51 VD4t . FAS

8825-CL-0101

S 75k HoRme T it
A BT Y (N=186) =T A (N=374)
(N=188)
PERI M 107 (57.5%) 99 (52.7%) 206 (55.1%)
ot 79 (42.5%) 89 (47.3%) 168 (44.9%)
s %) SEEIE (AR ) 522 (12.4) 512 (13.5) 51.7 (12.9)
[IR] A ] o ME, HRAE 24, 80 20,78 20, 80
o fiE 53.0 52.0 53.0
45 65 1 AT 151 (81.2%) 156 (83.0%) 307 (82.1%)
b P 35 (18.8%) 32 (17.0%) 67 (17.9%)
&5 (cm) EHIE (R U 22) 165.23 (8.82) 164.02 (9.13) 164.62 (8.98)
(R e B IME, Al 140.4, 183.7 139.4, 181.9 139.4, 183.7
F o fiE 165.70 164.05 165.00
RE (kg) G (FEHER ) 63.58 (11.09) 62.36 (10.85) 62.97 (10.97)
(R 2ei) B IME, e Al 41.4,88.8 42.6,93.0 41.4,93.0
F o fE 63.50 61.40 61.85
55 60 kg A7 76 (40.9%) 88 (46.8%) 164 (43.9%)
K 60 kg DA - 110 (59.1%) 100 (53.2%) 210 (56.1%)
BMI (kg/m?) SEEE (YR ) 23.16 (2.75) 23.08 (2.86) 23.12 (2.80)
(a2 ] e/ ME, RORKE 18.5,29.6 18.5,29.7 18.5,29.7
Fp 22.85 22.50 22.80
5y | 25 kg/m? A 139 (74.7%) 138 (73.4%) 277 (74.1%)
| 25kg/m’ Pk 47 (25.3%) 50 (26.6%) 97 (25.9%)
S RFEBOREL | FHE R 12.18 (12.08) 10.80 (11.40) 11.48 (11.75)
(%) Bo/IME, Bkl 0.2,60.5 0.1,57.4 0.1,60.5
o fiE 7.85 7.40 7.50
1 AT 13 (7.0%) 16 (8.5%) 29 (7.8%)
45 | 1AELLE 5 4E 48 (25.8%) 58 (30.9%) 106 (28.3%)
HE |5 ELLE 10 EAT 37 (19.9%) 36 (19.1%) 73 (19.5%)
10 4EL1 | 88 (47.3%) 78 (41.5%) 166 (44.4%)
RLS DN L 165 (88.7%) 166 (88.3%) 331 (88.5%)
) 21 (11.3%) 22 (11.7%) 43 (11.5%)
El (%) EHIE (R Y 22) 522 (12.4) 51.2(13.5) 51.7(12.9)
Rl ] o ME, HKAE 24, 80 20,78 20, 80
Fh o fE 53.0 52.0 53.0
5 50 A 77 (41.4%) 80 (42.6%) 157 (42.0%)
Eo 50 LA b 109 (58.6%) 108 (57.4%) 217 (58.0%)
2
VT F=rr Y | FHE (EERE) 101.8 (23.4) 101.3 (25.0) 101.6 (24.2)
T 5 A E R BME, Bl 62, 181 61,199 61,199
(mL/min) oh 101.0 100.0 101.0
gk =30 4y | 60 mL/min 2L | 60 (32.3%) 66 (35.1%) 126 (33.7%)
B 90 mL/min A
90 mL/min L) 126 (67.7%) 122 (64.9%) 248 (66.3%)
Source : Tablel12.1.2.1.1
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TR F o = F e
LA ML ALy 7 RGEGERE

8825-CL-0101

CONFIDENTIAL
%3 AMHEITHIEEDAN—X S 1 Ul : FAS
P o . TR F v -
IHEH n%j;tijﬂubi 7Nz IE? TN EN /E'_\E+ 4
7 (N=186) (N=188) (N=374)
IRLS A =27 FEE (RS 23.8(54) 23.7(5.2) 23.7(5.3)
/M, e Rl 15, 40 15,38 15, 40
o g fl 23.0 23.0 23.0
4 <=20 56 (30.1%) 58 (30.9%) 114 (30.5%)
¥H >20 to <=30 109 (58.6%) 110 (58.5%) 219 (58.6%)
>30 to <=40 21 (11.3%) 20 (10.6%) 41 (11.0%)
PSQI ¥ A 1545 N 185 188 373
SEHME (REUER ) 7.8 (3.0) 7.8 (3.4) 7.8 (3.2)
BoME, Bl 1,16 1,17 1,17
o g fl 8.0 7.0 7.0
T TR ARRREEGTHE | FAE FERZ) 8.2(4.3) 8.0 (4.4) 8.1(4.3)
BoME, Bl 0,24 0,22 0,24
o g fl 8.0 7.0 7.5
RLS &A= T FEE BEHERZE) 2.2(2.8) 2229 22(29)
BoME, Bl 0,9 0,10 0,10
i g fil 0.0 0.0 0.0

Source : Tablel12.1.2.2.1

=4 AEPRKREBADIRLS RO7NDEILE : FAS
B 51f LS Mean (SE) (95%(E4HX M) *| 7T &R & D7 (SE) (95%(FHEIXE) *| P1A
7T R -10.5(0.5) (-11.4, -9.5)

TSR F o = FH)LE L

-11.7 (0.5) (-12.6, -10.7)

-1.2(0.7) (-2.6, 0.2)

0.088

a : W% % Compound symmetry & L72 MMRM Z i L7z, €T /LD

AR, &5HE, IRLS 227

DR—ATAE, ElhT IV, JV7F=2T VT 7 AHEEMAT IV, KR, BRSO EE

HAREEN5,
LS Mean :

2019 41 A

least-squares mean, SE : FEVERR =

Source : Table 12.3.1.1.1
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TR F o = F e
LA ML ALy 7 RGEGERE

8825-CL-0101

CONFIDENTIAL
%5 IRLS RaAT7DELE :
. . FREE K B (SE) 7T R EDZE (SE)
P e n (959 (AT * (osofamih) | D
1 JE 75 &R 186 3.1(0.4) (3.9, -2.3) - -
TNRFr =S AL | 186 -4.2(0.4) (-5.0, -3.4) -1.1 (0.6) (-2.2, 0.0) 0.051
2 75w R 181 -43(0.5) (-5.2,-3.4) - -
TNRF o =F AL | 184 -5.8(0.5) (-6.7, -4.9) -1.5(0.7) (-2.8,-0.2) 0.020
4 I 75 &R 182 -6.0 (0.5) (-6.9, -5.0) - -
HARLLFr T FHLEL | 180 -7.5(0.5) (-8.4, -6.5) -1.5(0.7) (-2.9,-0.2) 0.028
6 W 75 &R 180 7.4 (0.5) (-8.4,-6.3) - -
TNRFr =FHEL | 176 -8.8(0.5) (-9.9,-7.8) -1.5(0.7) (-2.9, -0.0) 0.043
8 JA B 75w R 177 -8.8(0.5) (-9.8,-7.8) - -
TNRF o =FHLEN | 174 9.8 (0.5) (-10.8, -8.8) -1.0 (0.7) (-2.4, 0.5) 0.184
108E: | 75 ER 177 9.6 (0.5) (-10.6, -8.5) - -
HARLLFr TF AN | 173 -11.2(0.5) (-12.3,-10.2) -1.7(0.7) (:3.1,-0.2) 0.027
2K | FFER 174 -10.5 (0.6) (-11.6, -9.4) - -
TNRFr =F AN | 173 -11.9(0.6) (-13.0, -10.8) -1.4(0.8) (-3.0,0.2) 0.087
BN | 77 R 186 -10.2 (0.6) (-11.4,-9.1) - -
KBRS | I F = hLe)L | 188 -11.1 (0.6) (-12.2, -9.9) -0.8 (0.8) (2.4, 0.8) 0.312
a: PEHATIMEE, BCREIE, BEMRERT, =27 2B RE LIENEAPICHESO TR L
7=
Source : Table 12.3.2.2
%6 AEHRKREREED ICCl DFRE : FAS
o 1 e TN F o
?N7= 1267"; A NEL
(N=188)
VAR H— 99/186 (53.2%) 108/188 (57.4%)
95%f{ 5 4F X [ * (45.8%, 60.6%) (50.0%, 64.6%)
TR E DR p E° p=0.467
TIRAREDE 4.2%

TR EDEDFTHXE ©

(-6.4%, 14.8%)

WEEFHIZBWT, BEFICEL otz ) XL I B oot 1IN T D5 EIC

alc TR & LT,

a : Clopper-Pearson i, b : Fisher’s exact SR, ¢ : [EHUTEl (EREEDH D)

Source : Table 12.3.3

x7 BRPARREIREED PCCl DFHE : FAS

[B%h), %9 Th\i

o e TN T
?NZ;Z?; A NEL
(N=188)
L AR H— 94/186 (50.5%) 106/188 (56.4%)
95%(& #H X [H * (43.1%, 57.9%) (49.0%, 63.6%)
7T RRE DD p fE® p=0.300
TIRvREDE 5.8%

TR EDEDFHXE ©

(-4.8%, 16.5%)

WEERH IC RV T, TIERICR S holo] T Ty B RoTe) IS T 25BIC TAER, £ 95 TR\

Gl TS &L,

a : Clopper-Pearson {%, b : Fisher’s exact #R7E, c: IEMUTEl GEEESH V)

Source : Table 12.3.4

2019 41 A
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TR T T F e
LA ML ALy 7 RSEGERE
CONFIDENTIAL

2 Evyn—JEREFARREER (FHE + RERE) : FAS

20

Am

Number of subjects

10
=1
14 AR
5—
0
0JE B
) TR 185
HRXF v mFHen 188

EOT : {6## I R i B2 I
Source : Figure 12.3.4.8.1

3 FTHAERES

Number of subjects

20
15
@
=
v
= 10
5
0
03 i
) TTER 186
TR F v = F e 188

EOT : {Rif i e il s iy
Source : Figure 12.3.5.1

201941 A

iE
Analysis Visit

176
173

FERZE) : FAS

81l iy
Analysis Visit

177
174

Astellas

8825-CL-0101

a s TTER

L N A
TFANENL

A4 A TTER

omw R F
xFHE N
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TR F o = FHILE L
LA ML ALy 7 RSEGERE

CONFIDENTIAL
] 4 RLS

ERAD7 (FHE £ RERE) : FAS

8825-CL-0101

10 A a4 TR
nomw RN F
E N a=v2
5
lﬂ
X
._‘,—;\ Al AR ls .
Z 1 1" b Am An — AR L] L]
0
-5
R 0 1 2 4 6 8 1 1 E F
1 8 & & b A i 0 2 0 U
B B B i i i bl m|ooT
i3 i3
Analysis Visit
Number of subjects
. 7R 186 186 186 181 182 180 177 177 174 186 182
R F o 2 F HNEN 188 188 186 184 180 176 174 173 173 188 182
RI : AELEY, EOT : iR IR i BI42s, FU @ SREIZ
Source : Figure 12.3.6.1
v s b =
5 EQ-5D-5L @ik (Fi9fE + RERE) : FAS
100 77 R
Ew RN T
)AL
90
z % L S .
s i
g
2 70—
60
50
O 43 i 1238 EOT
Analysis Visit
Number of subjects
7 TR 186 182 177 174 186
HINRyFv o Hen 188 180 174 173 187

EOT : {Rif i e il s iy
Source : Figure 12.3.7.1

201941 A
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TR Fr =FHE L
LA R ALy J RGEERE

8825-CL-0101

CONFIDENTIAL
%8 FEERDEN
NN TN F .
7Z R . Gt
HH - e .

(N=186) (N-189) (N=375)
FEFR 71 (38.2%) 110 94 (49.7%) 177 165 (44.0%) 287
S ER K JHL SE T \
izgk PREENTE TS ROH 36 (19.4%) 48 60 (31.7%) 91 96 (25.6%) 139
BEERAEFR 0 3(1.6%) 3 3(0.8%) 3
RERIE & OBHPE N RE TERWVE 0 0 0
BuAHEER®
RSP . IS B o - A EHS 4(2.2%) 4 4(2.1%) 5 8(2.1%) 9
ARERIE & OBEPENTE TE VR . . )
B o1 112 35 o 1A o 3(1.6%) 3 4(2.1%) 5 7(1.9%) 8
T 0 0 0

FHGIE GEHEIE) FEIUTE

a: B#EBH L E LR X [TeSAUBEESH Y ) OWVWTINICEZY Lcb D%, TRRERZE L O BEMEN S E T

ERVWHEES) &L,
Source : Table 12.6.1.1

=9 BENDODAESR : SAF
N TR T .
7R . &t
TR g TS HIE L -
(N=186) (N=189) (N=375)
Y 64 (34.4%) 84 (44.4%) 148 (39.5%)
WS 7 (3.8%) 9 (4.8%) 16 (4.3%)
T 0 1 (0.5%) 1(0.3%)

FEBIE GEBLEIR)

a: [Al—HF CTH— SOC XIZF— PT NEHEFER LI-HEICE, RLEWEREZ 1l LTI ML,

Source : Tablel12.6.1.4

%= 10 BENKSBANERZEIDODEESER : SAF
MedDRA/J v19.0 o . HARF N
BENIAYE 7R T ALE L it
ey (N=186) (N=189) (N=375)
EHEFES 71 (38.2%) 94 (49.7%) 165 (44.0%)
Hi X UkpekEE 1 (0.5%) 2 (1.1%) 3 (0.8%)
[El#EPED F W 1 (0.5%) 1 (0.5%) 2 (0.5%)
SEALMEEERIED F 0 1 (0.5%) 1(0.3%)
IR 2 (1.1%) 5 (2.6%) 7 (1.9%)
Bt 1 (0.5%) 2 (1.1%) 3 (0.8%)
AR E 0 1 (0.5%) 1 (0.3%)
AENDS A 1(0.5%) 0 1 (0.3%)
IR 1(0.5%) 0 1 (0.3%)
AR 0 1 (0.5%) 1(0.3%)
AR S if. 0 1(0.5%) 1 (0.3%)
Al 0 1 (0.5%) 1 (0.3%)
AR H 1 (0.5%) 0 1 (0.3%)
BRREE 6 (3.2%) 18 (9.5%) 24 (6.4%)
g 0 4(2.1%) 4 (1.1%)
2019 41 H Astellas BEZL Page 16 of 21




TR Fr =FHE L
LA R ALy J RGEERE

8825-CL-0101

CONFIDENTIAL
MedDRA/J v19.0 o . TN F .
BERIRSE 77N TF AL et
FARGE (N=186) (N=189) (N=375)
{5 2 (1.1%) 1 (0.5%) 3 (0.8%)
i e 1 (0.5%) 2 (1.1%) 3 (0.8%)
BB R R 1 (0.5%) 1 (0.5%) 2 (0.5%)
0% 0 2 (1.1%) 2 (0.5%)
I 0 2 (1.1%) 2 (0.5%)
HE BB A PR RK 0 1 (0.5%) 1 (0.3%)
R R 0 1 (0.5%) 1 (0.3%)
20 0 1 (0.5%) 1 (0.3%)
FIEE 0 1 (0.5%) 1 (0.3%)
i 1At R I % 0 1(0.5%) 1 (0.3%)
T 1 (0.5%) 0 1 (0.3%)
HIERR 0 1 (0.5%) 1 (0.3%)
EELS 0 1 (0.5%) 1 (0.3%)
T b EB R E 0 1 (0.5%) 1 (0.3%)
HRAE 1 (0.5%) 0 1 (0.3%)
— - 2FEEL L OBREBALORIE 4 (2.2%) 5 (2.6%) 9 (2.4%)
S 1 (0.5%) 3 (1.6%) 4 (1.1%)
R 2 (1.1%) 0 2 (0.5%)
10 ) E 0 1(0.5%) 1 (0.3%)
RGP IE 1(0.5%) 1(0.3%)
RIEMEAR 1 (0.5%) 0 1 (0.3%)
FFRESE R R 0 2 (1.1%) 2 (0.5%)
JRERE 2L 0 2 (1.1%) 2 (0.5%)
SRR 0 1(0.5%) 1(0.3%)
TFT7 4T %G 0 1(0.5%) 1 (0.3%)
BYSED X O% 4 B 30 (16.1%) 33 (17.5%) 63 (16.8%)
ELIRTAE 20 (10.8%) 24 (12.7%) 44 (11.7%)
R RE R 4(2.2%) 2(1.1%) 6 (1.6%)
WHER % 2 (1.1%) 1 (0.5%) 3 (0.8%)
HIBR 0 2 (1.1%) 2 (0.5%)
ERES 1 (0.5%) 1 (0.5%) 2 (0.5%)
B JE 1 (0.5%) 1 (0.5%) 2 (0.5%)
Jabkge 1(0.5%) 1(0.5%) 2 (0.5%)
RAE IR 1 (0.5%) 0 1 (0.3%)
LS 1 (0.5%) 0 1 (0.3%)
[ ot ¢ 0 1(0.5%) 1(0.3%)
SRE R 0 1 (0.5%) 1 (0.3%)
Al ek 1(0.5%) 0 1 (0.3%)
Uil 1 (0.5%) 0 1 (0.3%)
HE, PERICLEAIHE 5 (2.7%) 8 (4.2%) 13 (3.5%)
A 0 2 (1.1%) 2 (0.5%)
A 0 2 (1.1%) 2 (0.5%)
i I B 5 1 (0.5%) 0 1 (0.3%)
52 EEG 0 1 (0.5%) 1 (0.3%)
KRG B4 0 1(0.5%) 1(0.3%)
AR 0 1 (0.5%) 1 (0.3%)
FHEEEF 8T 1 (0.5%) 0 1 (0.3%)
PEfEL 1 (0.5%) 0 1 (0.3%)
ErpiE 0 1 (0.5%) 1 (0.3%)
[IDRERE 1 (0.5%) 0 1 (0.3%)
i 1 (0.5%) 0 1 (0.3%)
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TR Fr =FHE L
LA R ALy J RGEERE

8825-CL-0101

CONFIDENTIAL
MedDRA/J v19.0 o . TN F .
BERIRSE 77N TF AL et
FARGE (N=186) (N=189) (N=375)
R 14 (7.5%) 12 (6.3%) 26 (6.9%)
M7 V7 Fods AR — PN 1 (0.5%) 3 (1.6%) 4 (1.1%)
Y= NEIN T AT =T — PN 2 (1.1%) 1(0.5%) 3 (0.8%)
R R o B 0 3 (1.6%) 3 (0.8%)
U R ERER D 2 (1.1%) 1(0.5%) 3 (0.8%)
H I EREHEM 3 (1.6%) 0 3 (0.8%)
1 H R B N 1 (0.5%) 1(0.5%) 2 (0.5%)
JrpgRetm A L 2 (1.1%) 0 2 (0.5%)
TI=rT ) NI AT =T — PN 0 1(0.5%) 1(0.3%)
m ey e 8 0 1 (0.5%) 1(0.3%)
fh 7 v = 1 (0.5%) 0 1 (0.3%)
MgV o L8 0 1(0.5%) 1 (0.3%)
1 H RR BRI AR L 40 1 (0.5%) 0 1 (0.3%)
U L EREOD 1 (0.5%) 0 1 (0.3%)
U 2 SEREUE N 1 (0.5%) 0 1 (0.3%)
A ERECE N 1 (0.5%) 0 1 (0.3%)
H BRI 1 (0.5%) 0 1 (0.3%)
IS REMR A B - 1 (0.5%) 0 1 (0.3%)
R#B X OFREE 2 (1.1%) 2 (1.1%) 4 (1.1%)
e JEL 1 (0.5%) 1 (0.5%) 2 (0.5%)
B U U AME 0 1 (0.5%) 1 (0.3%)
e IR B I i 1(0.5%) 0 1(0.3%)
HERRE LU AR E 7 (3.8%) 8 (4.2%) 15 (4.0%)
B 2 (1.1%) 2 (1.1%) 4 (1.1%)
A A 0 2 (1.1%) 2 (0.5%)
i P 1 (0.5%) 1 (0.5%) 2 (0.5%)
VU 1 (0.5%) 1 (0.5%) 2 (0.5%)
TIPS 0 1 (0.5%) 1(0.3%)
BAHNE AR 1 (0.5%) 0 1 (0.3%)
i e 1 (0.5%) 0 1 (0.3%)
ZEINE B E 1(0.5%) 0 1 (0.3%)
2 1 (0.5%) 0 1 (0.3%)
HE IS 0 1 (0.5%) 1(0.3%)
BB AN PRI 0 1 (0.5%) 1 (0.3%)
R R 17 (9.1%) 47 (24.9%) 64 (17.1%)
AR 13 (7.0%) 25 (13.2%) 38 (10.1%)
FEMED F 0 20 (10.6%) 20 (5.3%)
SR 1 (0.5%) 4 (2.1%) 5 (1.3%)
T B L N REE (R 2 (1.1%) 1 (0.5%) 3 (0.8%)
RSN 0 1 (0.5%) 1 (0.3%)
PRI 0 1 (0.5%) 1 (0.3%)
Jep~TRT O 0 1 (0.5%) 1 (0.3%)
PR T s i 1(0.5%) 0 1 (0.3%)
BrEE 2 (1.1%) 3 (1.6%) 5 (1.3%)
AIRAE 1 (0.5%) 2 (1.1%) 3 (0.8%)
Rz 1(0.5%) 0 1(0.3%)
HRHA R AR 0 1 (0.5%) 1 (0.3%)
PREIE 1 (0.5%) 0 1 (0.3%)
Bl I UORBEE 0 2 (1.1%) 2 (0.5%)
JREERE A 0 1 (0.5%) 1 (0.3%)
HEFR A HE 0 1(0.5%) 1 (0.3%)
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TR F o = F e
LA ML ALy 7 RGEGERE

8825-CL-0101

CONFIDENTIAL
MedDRA/J v19.0 - . AR F N
BENIAYE 77ER T AL B
FEARGE (N=186) (N=189) (N=375)
AR B L CILERE 0 2 (1.1%) 2 (0.5%)
BPERTL BB E 0 1 (0.5%) 1 (0.3%)
AR 0 1(0.5%) 1 (0.3%)
FER AR, BRI K UHERRIEE 1(0.5%) 1(0.5%) 2 (0.5%)
T LR — B 1 (0.5%) 1 (0.5%) 2 (0.5%)
BME LU TS 3 (1.6%) 4 (2.1%) 7 (1.9%)
KIE 0 1(0.5%) 1 (0.3%)
P KR 2 0 1 (0.5%) 1 (0.3%)
m5 0 1(0.5%) 1 (0.3%)
#®95 1(0.5%) 0 1 (0.3%)
S5 RE 1 (0.5%) 0 1 (0.3%)
Rk ZIE 1 (0.5%) 0 1 (0.3%)
FRIG%K 0 1 (0.5%) 1 (0.3%)
i 1(0.5%) 1(0.5%) 2 (0.5%)
& L 1 (0.5%) 0 1 (0.3%)
KA 0 1 (0.5%) 1 (0.3%)

FEFIE FEEEFIE)
Source : Table 12.6.1.2

=1 HEAKDENERTZANORBREL OBEENBEETELVVEEER : SAF

MedDRA/J v19.0 - R TN F .
BERIRE 7 7Em =F AL et
FEAGE (N=186) (N=189) (N=375)
LA EHES 36 (19.4%) 60 (31.7%) 96 (25.6%)
Hi L URRRER 1(0.5%) 1(0.5%) 2 (0.5%)
[E#EPE D F 1(0.5%) 1(0.5%) 2(0.5%)
R 1(0.5%) 4 (2.1%) 5(1.3%)
F 1 (0.5%) 2 (1.1%) 3 (0.8%)
AR 0 1 (0.5%) 1 (0.3%)
IEHE 0 1 (0.5%) 1 (0.3%)
IR e . 0 1 (0.5%) 1(0.3%)
i 5(2.7%) 8 (4.2%) 13 (3.5%)
L 2 (1.1%) 1(0.5%) 3 (0.8%)
T 0 3 (1.6%) 3 (0.8%)
BB R R 1 (0.5%) 1 (0.5%) 2 (0.5%)
HEEB AR 0 1 (0.5%) 1 (0.3%)
NG R 0 1 (0.5%) 1 (0.3%)
T 1 (0.5%) 0 1 (0.3%)
EELS 0 1 (0.5%) 1 (0.3%)
T L B R 0 1 (0.5%) 1 (0.3%)
HRAE 1 (0.5%) 0 1 (0.3%)
—f - 2FEEL LOREHAORE 3 (1.6%) 5(2.6%) 8(2.1%)
SRR 1 (0.5%) 3 (1.6%) 4(1.1%)
R 2 (1.1%) 0 2 (0.5%)
0 ) E 0 1(0.5%) 1 (0.3%)
R v AR 0 1 (0.5%) 1 (0.3%)
JFIEE R R 0 1 (0.5%) 1(0.3%)
JFHERE S 0 1 (0.5%) 1 (0.3%)
B & U4 BE 4(2.2%) 1 (0.5%) 5(1.3%)
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TR Fr =FHE L
LA R ALy J RGEERE

8825-CL-0101

CONFIDENTIAL
MedDRA/J v19.0 - . TN F .
SERIRSER szt - TFHLENL /E':ﬁJr
%N (N=186) (N=189) (N=375)
PR 3 (1.6%) 0 3 (0.8%)
LEEEDS 1 (0.5%) 1 (0.5%) 2 (0.5%)
RGBT 1 (0.5%) 0 1(0.3%)
BEE R E 9 (4.8%) 8 (4.2%) 17 (4.5%)
Y= NEINNT AT =T —BH 2 (1.1%) 1(0.5%) 3 (0.8%)
1 H R BN 1 (0.5%) 1 (0.5%) 2 (0.5%)
R T R o R 0 2 (1.1%) 2 (0.5%)
PRI 7 % 2(1.1%) 0 2 (0.5%)
At BRSO 2 (1.1%) 0 2 (0.5%)
TI7=2T ) NI UAT 2T —EBEN 0 1 (0.5%) 1 (0.3%)
m ey e 8 0 1(0.5%) 1(0.3%)
7 V7 F s AR - — PN 0 1 (0.5%) 1(0.3%)
M U o A0 0 1 (0.5%) 1(0.3%)
A HY R BRI A L5 N 1(0.5%) 0 1(0.3%)
U > SEREHE N 1 (0.5%) 0 1(0.3%)
FFESRER A -5 1(0.5%) 0 1(0.3%)
KRR LU REE 1(0.5%) 1(0.5%) 2 (0.5%)
I 0 1(0.5%) 1 (0.3%)
B PR B I RE 1(0.5%) 0 1 (0.3%)
BERRE L UK SRS 1 (0.5%) 3 (1.6%) 4 (1.1%)
B 0 1(0.5%) 1 (0.3%)
RAfiERR 1 (0.5%) 0 1 (0.3%)
RERT 0 1 (0.5%) 1 (0.3%)
B R PR 0 1 (0.5%) 1(0.3%)
PR REE 13 (7.0%) 43 (22.8%) 56 (14.9%)
ABETR: 13 (7.0%) 25 (13.2%) 38 (10.1%)
FEIED E W 0 19 (10.1%) 19 (5.1%)
UE 0 2 (1.1%) 2(0.5%)
EEEGt SN 0 1 (0.5%) 1 (0.3%)
T IS IR N REE 0 1(0.5%) 1(0.3%)
T 1(0.5%) 2 (1.1%) 3(0.8%)
AIRAE 1(0.5%) 2 (1.1%) 3 (0.8%)
Rz 1 (0.5%) 0 1(0.3%)
ARRB L CILERSE 0 2 (1.1%) 2 (0.5%)
BEPERTN BB RE 0 1 (0.5%) 1 (0.3%)
A4 0 1(0.5%) 1 (0.3%)
PR AR, BRI L UERRREE 1(0.5%) 1 (0.5%) 2 (0.5%)
T LV F =Rk 1(0.5%) 1(0.5%) 2 (0.5%)
B3 X OB TR 2 (1.1%) 0 2 (0.5%)
Et-guay 1 (0.5%) 0 1(0.3%)
KRG R Z i 1 (0.5%) 0 1 (0.3%)
= 1(0.5%) 1(0.5%) 2 (0.5%)
[STINER 1 (0.5%) 0 1(0.3%)
KA 0 1 (0.5%) 1 (0.3%)

FHIE GEHEIE)

BAEH 20 b Lt XL TTeSABEH D | OWTFINCEZE L 0%, TRRERIE L OREMENGE TE

MWEEFRES) L LT,
Source : Tablel12.6.1.3
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HNRF v I ENL 8825-CL-0101
LA ML ALy 7 ASEGRE
CONFIDENTIAL

=12 EELGHEETERDERN : SAF

MedDRA/J v19.0 L N F B
BERIAE 77 Em BN AEt
N (N=186) (N=189) (N=375)
EHEFS 0 3 (1.6%) 3 (0.8%)
BREE 0 1(0.5%) 1(0.3%)
S A K 2% 0 1(0.5%) 1(0.3%)
R REE 0 1(0.5%) 1(0.3%)
7T 4 7% — Kk 0 1 (0.5%) 1 (0.3%)
HE, PEBITLEAPHE 0 1(0.5%) 1(0.3%)
N 0 1 (0.5%) 1 (0.3%)
FHGIE GEBEIE)
Source : Tablel12.6.1.7
% 13 BERIEICES>-HEEZR : SAF
MedDRA/J v19.0 R TN T R
BERIKYE 77 =FHAE L et
A (N=186) (N=189) (N=375)
EHEFR 4(2.2%) 4 (2.1%) 8 (2.1%)
R 1(0.5%) 0 1(0.3%)
FH 1 (0.5%) 0 1 (0.3%)
BRREE 0 1(0.5%) 1(0.3%)
HE B i 0 1 (0.5%) 1(0.3%)
BYYER &L OF 4 BIE 1(0.5%) 0 1(0.3%)
RGERG 1 (0.5%) 0 1 (0.3%)
R R 1(0.5%) 4(2.1%) 5(1.3%)
FEh D F 0 2 (1.1%) 2 (0.5%)
TR 1(0.5%) 1(0.5%) 2(0.5%)
I R AR 0 1 (0.5%) 1(0.3%)
BB X O TS 1(0.5%) 0 1(0.3%)
LY MEE 1 (0.5%) 0 1 (0.3%)

FHIE CGRBLEIE)
Source : Tablel12.6.1.9
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