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2.7.6.33 EIN ESA KRAEEEBEEXMZRIHE (HD) [CL-0308] (ARf{t&EHES 5.3.5.2-2)

2.7.6.33.1 AER A&

HERDIRRE : ASP1517 (mF¥7T 2 2% v 1) 53 MHRBR-ESA OG22 72 2 L N ik
HrhEf TR OB R B x5 & L7258 3 Ml (B ildcE - SeEiratin) -
REREMIEER ¢ HA 47 ik
DRIEK : 72 L
HERHAR
ARG R (RMIOFEH) 201646 H 2 A
AR TH (BEoRHMEA) 2017412 5 12 A
MEDII—X : E 34

B &

EEEM  BITEAR, ARfEREDREETRA (ESA) OG220 72 2 & AW iiE A
ITHOBHEAMBEZGREL, X YT 222y F2RAOKE LEEOAMERT
LM ERETT 5,

HERAE
ARBRL, ZhERRIEE, T ¥ oMb, HFEM, IEIREBRE L CER Lz, BERANGE

I kB RE A TG%, RIBHEREEG OB B ICHERE 2 £ L, RIS L2 LT
WD ZEEHERLILBRICERNREN OV &b HBRM ERRE 2=, BKEITHEE 0BT
HIZAZ U —= 7Rt & Fehin Uiz, TRBRHE Y ERT SUTIRBR A HEERNIE, FRiTRA LY 10 @
WIZFEM L7 A7 ) —= 0 Vit BRI BANEEZ TR T L Q05 2 & R T 56
[CERERGA FEO b, BREFTHREZOEN A (RRITEFBLAN [FR T A]) ([iaR A~
TL7,

BRERIFIC Web B ek AT A LD, 50 mg FHE5HED 50T 70 mg HGHEZHI O AT Hiviz, 16BRE
{REERT S TIEBR A HHEERTE, 1R EIBIAA A IIRBRIE A5 Uiz, BE TG Y A UL 53 A X
D IRBRIE DR & PR LTz,

BRERE R (BHEBF R UAETEE)
ST RE
70 B (1 #7220 35 i)
fiR AT Iy
75 B (50 mg & : 37 6, 70 mg & : 38 f)
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g% T o AH y h 276
BROHEBRDFE LD

MEFEAT AT o> BB i AR

BIREE

LN OIEEL T T 7546, RlBRodsg s L,

1. RADPLICEIZLIFRENELNTWDEE

FRORARFIZIE 1 B2 MRENT & 52 (3 T D 18 MR g

R SR O 0 235 20 kLA oo B

BENTEA, ESA ORHZZIT 22 ERRVEE

A7 Y —= 2 Z I IS L7 B ERERT 2 R A v hO~ET B E Y (Hb) i GBI

Wt DBATHT) NLLT 274 8E (72720, 284 > o Hb fEIE 1 #FE LI BRI 2 2205 <

HELETHDLZ L)

o MIMRAMEDEEIAN 10.0 g/dL AT

o RAfEH OZEHE N 1.0 g/dL LAT

6. A7 U—= FHIPICE LIZREICT, FTUAT7x U R (TSAT) 23 5%LLE,
HDHVTMIE T = U F 208 30 ng/mL LL_E o B3

7. HATRERHCH CME IIATIMEICL DN ¥ b, #H L EBRERELE VBT %

w»ok wD

AT H O B
8. LMEDEA, LLFOWTNMICE YT 5 HRE
RN 5 ATREME D 7 B

o  FRIMAERICHKBL CWDIEE (1 FLEARMNRYY), Xk
o I BHBELT TN A2 52 1 7o B
IR D ATREMED & 2 B (LRCICEEYS LW EE) ¢
o [FETSHNLIEBREDO BRI GH% D 28 A, IHR LW LICFAE L-BE
o  FHIMEROIMIFRE CREDBHE
o A%ﬁwixﬁ%&oﬁAi 27 Y == TN BIRBRIE DR E 5% D 28 HE, T
(ZTE D D ST SAVTCREEYE * 2 5 2 FEOBETYE (D &b 9 B —21 3N Y TiE)
LD ZLICRE L RH

9. LMEFEDOEE, X7V —= TN BIEBEOREKR 5% 0 28 A, RALZITHORNI L
ICRIE LB

10. ZMBEOGE, A7 )V —=r 7630k 5% 0 28 A, Itz iTh7un
ZLICFE LICEE

1. BEEEE L ZOEE = N —OM RO FREMEN S D 551E, A7 U —=2T7#n
SIRBRIE DR G H% D 12 [, TREICE D DR S IUTBEETE * 5 2 FHOBEHTE (D
LELIB—DIINRNYTIE) AL DHZEICFAE LIRS

12. BHEEZEOHEG, 27 ) —=0 7 OIRREOFEKE %O 12 B, Ktz 1rbian
ZEICFBE LB

T AT T AR
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a: ML SN BHTEITL LT O LB ¢
o ABINTREOBHTELAELIRAT 2 Z Lic X 20T
e IUD (intrauterine device) & 5\ & IUS (intrauterine system) O & 9 725 N#s =T K 2 BT
o FEHHLHIWIFTLMMD = F—AI2k B8 TIEIC X Dt
o  UXAWE (AFX /R 12X DBET

BRoVE#E
LUF OFEEOWT AT 5356, RRBROKLR L LigroTz,
1. 1BREAET DM AR CYRERERIHENE, 2PNl B2 e, MR IR 2E
FESE), 1HW % B 2 EBREE L S0 5 B
2. RMEREAICHEL RITTELEXONLIRIEZ LD A CERE (M) 7~ F—T X,
Y Ov~F, vx—F VEGER, |V T v IRE) A0 58
3. HLETOERDOWNUEL KIZT &5 2 65 FHYIRIN (BAR Y —70BR &k KGR
U —7HIR%ZBR<) OBEEXITHE R 2 50 2 B
4. Ay hr— A ABRREIELZ AT 508 ERiRER & OSERTRART 12 8PN THERR FTiE7ZR
BEHTRIC FEHE S N7 M ERED 5 B, 1/3 28 % 2 E THLEM T 100 mmHg % 8 2. % B4,
MIEEHTE A 12 WA O BE IOV T, MIBSEHTE A D & SRR AR O T AT F2E
SNTMERED S 6, 1/3 Z# 2 2 3E TR I+ 100 mmHg 4 #8 % 5 85
5. 9 oMt LA E (NYHA 3% Class L UL 1) & &0F 5 EE
6. FRTMRATRT 12 WLARICIMZH, DA ZE SO ZEDOTER DT O ABLED & % B
7. FRMRAERO BRIFR D A LV AKE (HBs) HUR, CHRFRT A LA (HCV) Hiiffd T
Tt MREARET A LA (HIV) BEMETH L EBE
8. BMEBMLSORMAE GEmPEE M, iEkEE, RmMEENS) 245025 8F
9. EFRERT 6 ELUEICEARILEILEY, =) MNET A NAT O N FIAEF A AX D
WE A% TR
10. FHIRERFOT ARTEXUEET I ) b7 A7 27—8 (AST), 779=7I /) hT A
7x 77—t (ALT) XIIHREVLE OWTIPN TRlOEL B 5838, TOMmEERI
R (BPER ONEEWEDR TR, HEA%E) OB UIEI0H 5 EE
o AST:2x JYE[E LR (ULN)
e ALT:2xULN
e MEULEL:15%xULN
1. EHEEOBEAE IAHOH 8B (2L, SHEULEFREZRD WG, HAANE
REL T 2)
12, FRIRAAT 4 1 LR IR BRI SO X MBI R 20 0 AABFFilT (NAFX 27 —7 7 BRIl
AT 2y % FOBFEIFEZRS) 22728
13. BRI ICBBBEO TED® 5 B
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14, WBEZeXFVT 2RAX Y NOFREEZZTT-Z L0305 EE

15. 7774 7% —vay 7V EEREREYT L -2 AT 5848

16, [FIEBUSAT 12 8 AR A O TEER X REIR e % AR (ERIEER & 5 Te) (SN Lo B4

17. TRBRIKEEE, AIBBRICEIR T 2 EIE BRI G Z AR, TaBf sk SR B S TR BRI =
ERERRICEA Sh TW\Wbh BE

18. ZDfh, 1REREATLEA SUTIRBRHEMIC X0 A Y &l S vz B

RERE, nv bEE
1Y T 2 AZ y MEE20mg : 15004E, 15015F
2T 2 A Xy E 50 mg @ 15005E, 15017F
2 X7 2 2% v ME 100 mg : 15006E, 15020H

AREOHERVESAE
PHAE -
DXHF 2 RL Y b 50mg B G REL LTS T 2 2% v b 50 mg &

i
X T a2 ALy b T0mg R GRELE LT XY T 224 v h70mg &

3 |k 1 e G,
3 |k 1 e G

RESHELE

Hb A B ﬁﬁl(mo~uoy&)’ﬁﬁéﬂé;ﬁ’&%i%ﬁﬁbto

L. &54 R LU R OARBOEIZ 3N T, Y 3% O d5 Kags bt B 4 OB AT Al Hb fi, 4 BT 5 4%

W E CORKBHTHIFRZEHTAT Hb 2 LR CY43%EO Hb AL 4 #ATO Hb L D7) &Ik

WIZ TR TG EEBL—V) 06, B, (PRt MRS - &5 HER O & 5 &l
O THb fEERE ERR o5 &FEE ) OEE LR, HRF IR AKENT HRE OB T
BD, REHOBREREZRATIZEE L,

2. HARE G ED D ORE, FE G &N D OWEIZOWTE, F—HE&EiRTo2 & L,

. HEETIHAICIIE L OBRE T HEGEN 3.0mgkg B2 NHDOE LT,

4, AR WEEITSTHIE, D &b 4EMIZR-HBEEMER L (Tt R - & 5-FHH
OB 5 BFH9] &Y [Hb HEfE LA-RoR 5 EHE] OBE %2k,

RRERSEABR
1

B 2 3 4 5 6 7 8 9 10

# 5% (mg) 20 40 50 70 100 120 150 200 250 300

72720, BE®RIT3.0mgkg 2RV CBERE RN i S =i KBITIRIRE R OBITE TR OREZ HWT
B,

(5] B ERE ATIZ FEhE S AL 72 I RIBAT IR OFBHTE TR OMRED 60.0 kg DEBEEIE, 2XH T 22X v b 150 mg
Ahmbt R E Lz,
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HEEEREIIL—IL 4, 6, 8, 10, 12, 14, 16, 18, 20, 22;&)

P Tl D g RSB I B H ] Hb [
W BT Hb 2 (Lt 10.5 g/dL A 105 gidL. LT 1.5 g/dL. &
11.5 g/dL UL 12.5 g/dL I
—1.0 g/dL s 1 Bepbss & 1 Bl KR L
]fiﬁﬁi 1 B e AL | B MR
1.0 g/dL ##8 % 5 EERL 1 Bebisi 1 Brbisi

RE - EEBFRBOKRSERE
Hb 75 12.5 g/dL Z# 2 7255 13KFE L, HbfEAS 11.0 g/dL RIS RO R GE% 1
EEBEsiE U TR L7,

Hb (BB EE TR DI 5 =
3 REE T Hb EAN &5 0 ﬁi@%loym%%xfﬁTL JNZ T Hb A3 9.5 g/dL A
ThHoEAT, BGEL 1 BRMEHE L, 2720, AREICL2E5EEFTEII 1 EORE Lz,

Hb {B@E| L REDE G EFE
4 LA D Hb 2L &EDS 2.0 g/dL 28 2 T EH LI2581E, 584 | BEPEEE L7z, HbfE
W EFIC L ARG &R AT o151, D &b 4 MR —HEZHERE LT,

FAi%
BEEIIXLL T OZEHECHEV, 3 [, RBRIEA AR L7z,
o MIEIARMIFAIT Y A UFIAFFHA & Lz,
o HEWIRIZEUC2~3 HIM (AMEH - KIEH - &MACKEH - KIER - HRER 2 L,
JRRIEE L72pwy) TERE LTz, 727210, ERGROZ88E 24 BREERTH 2 b &5 24 11
KB B oA - FEMATE TITRA Lz,
o BHTHICIRAT 2BRIZ, EKTHRE L (G 24 BREBEYS H AR ),
o VUGS (B¥Hu~v—, EXTv—IEWIE, WEREI LD L, RERT X K
W, 7 UBRE SOk, AV aAdxiokgbgkie ) 2L TWDASE, U UIRE
IEOARARTE 1 REF LN ITIRBREE A IR L 722 o 7e,

RERER S HAR
24 1A
5118 B
A

o EHOBEMNOLHEKTRE COREENEIG (HbfEA 10.0 g/dL LA L, 2»>%F% 5 018 KV Hb
A 1.0 g/dL LA b EF Lo BE 2R+ 2)
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o X5 18N B G 24 D14 Hb i

o HHI18WEMNLEE 24 DG 01) 6 DY) Hb EE L&

o  [1E Hb fHMERFR (G- 18 ) H &5 24 1 O F-¥) Hb {73 10.0 g/dL LA E 12.0 g/dL LA F T -
7B DEIR)

o FHOHEFRENG, 5 40, FILRIHR G EFERFO 5 Bt FBUORERE TO Hb i L5
W (g/dL/ii)

o HEFITEBWT, HbMEZY 10.0 g/dL (25 L 7= I BAZ Hb fE (10.0~12.0 g/dL) %37z L 7=l
ERA  hDEE

o FHIZEHITHHIEHbME (10.0~12.0 g/dL) EAEIE

o HIEHbME TR (10.0 g/dL) DEREIA & ORERK R

o HFEIZEITD Hb EOHKG 0 5 D&

o ~~hrZ7VUyvk (H), #ARIMEK (Ret), £ (Fe), 7=UF, hTF7U A7 =V, HREH
BHE (TIBC), AlIEME N7 A7 2 b7 % — (STR), TSAT kOMEZRMEK~E 7 v
& & (CHr)

e QOL 4% (FACT-An, EQ-5D-5L)

o ARERIG (HH0) KOARHIH

R3R BT

o LTV

RYENE
o nFXHTF 2Ly OMBEPREMAKRRE

ZeMN

o HEHEFHL

o NAXNLYA L (MJE, JRF)

o 12FHELEX

o [HK#A(E (Hb, Ht, Ret, Fe, 7= VU F>, FF7 A7 =V, TIBC, sTfR, TSAT K}
CHr #[&<)

BEESRDEEDHERE
BRI A DR FE LT 2 50 A EFROREIL, T 3 B THIE LT,
o A HEOIEFENIZFEN RV E D
o W AFOIFEHIIERDH D H D
o HE: AWOFEHNAARICARDHD

BEBRE L OBER DRI FERELE
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fBLDRBROE LD

TRERIE & ORI T ORI > THIE L, TBEH L0 LRV XL TS B S
D1 OWFRNIEE LebD%, BIEREER L,

TRBRHE & o B P P s

RETED AEEGID L HEFRE & ORICERBIRN S RRBEERH Y T H IR e Eb
NLDHER, MOFKASLAIHE « ERAFIC IV AN TS 255

Bldd 20b Ly | AEFRREH LKA & ORICR I 2 S 2R H 523, UL TFOHEHE O
WFRPNTEY T OB

cHZHRE LT, AOHE - ARESCHMOERIC L DHMA S TS 256

- G PIRIC BT D AR RS &

TS A Y HEHESREH L RAE G L ORISR Y 2 EBERN H 25, LLTOHE
BN T 2856

RS L0 BRI G PRI L0 R TR A R TR E

< AOHE « HAEE RO IR TIZHHAN TR, UTTNHIT KD RN E

ZIT WIS

HEtFix
R BER TE DARHL

FhirTRENVEZ BB L, MIESEHTHET T+ OB IER M B 2k 5 AF DR MR OF MEICBI
HIEMPEONHHREHE LTaX YT 2 AX Y F50mgBE35H], 2x VT 2 A% v K 70 mg
B35 B, GRFT0BIEFRE LT,

R R &M
Full analysis set (FAS) : {RER%EZ 1 BIL AR L, TR SRR, A IEICBId 2 FHfE H
N 1HETHHE S B
LEMEMRNT R SREE (SAF) : 1RBREEA 1 [mILL AR Lo
SRR RIEM (PKAS) : {Ri 2 1 LA EARM L, S EEEHE R ORE2s 1R Ak
THREE -8B

A
FAS Z RIS L L, FeBeDWr 0 372 WERY, FIEHERES] (2 %37 2 X% v b 50 mg #EX
1% 70 mg Bf) M OVBIRICOW TR 21T - 72,

o KL OMNOEEK TR E TCORBEZRLENEG (Hb A 10.0 g/dL UL L, 722 >% 5 01 XY Hb
fE23 1.0 g/dL L E ER U72BEZ R 32) -
BREREIG O 95%EMEXE (CD ZHM LT,

o &5 18N GG 24 D14 Hb A
TR R L N 95% CL 2R L7z,

o FHIBENLEE 24 HOEE 05 D) Hb EE(LE
TR RN N 95% C1 &R LT,
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o  [HiE Hb fEMERFR (5 18 )b 5 24 1 O ¥ Hb fE73 10.0 g/dL LA | 12.0 g¢/dL LL F T -
T BREDEIR)
H % Hb fEHERFR K TN 95% CL A R L7z,

o EHEOMRFND, 5 48, IR XIRGEFERED 5 b b FUORERE To Hb i E5-
B (g/dLi)
PSR REE N L,

o HHEBREIZI\T, HbEA 10.0 g/dL IZEL7-&ICEFE Hb i (10.0~12.0 g/dL) ZJii7= L7z
HERA > FOEIE
PRI REE N L,

o FHIZEHITHHEEHbME (10.0~12.0 g/dL) EFELEIS -
B b 1 HLIBEOKMEIZIBN T, BAE Hb EZakEI & 2R/ L,

o HiZEHbE TR (10.0 g/dL) DIEEREIG K OGERLFFY
#ehb 1 ELBEOKIRICI T 5 BIEEREG 2R Lz, S61, &5 0l a2 i, &)
D BFEERK % A X N & L7z, Kaplan-Meier 7' &2 v h Z1ERL L 7=,

o KEIZEITD HbEOEKE 0N S DOEE
R B - R n A DY

e Ht Ret, Fe, 7= UVF>, T2 A7 =V, TIBC, sTfR, TSAT )% X CHr :
BRI 2 EFGEI R AR L,

e QOL #i# (FACT-An, EQ-5D-5L) :
BRI 1T 2 ERIFGE IR A R LT,

o AREHlA (%) KOABEHIM
BEHE RO AR L OFIG 2R Lz, ABEEE, ABEHIE (H) RO%AREDOEEH
M (A) OBRRGFEZFEN L,

R
o UV

FIRHNC I 1T 2 TR R AR L,

oy Rk

HEHLIL, MedDRA version 19.0 & FV>, 2B BIKFER K OFEARGERNZ 0¥E LT,

T AT T ABIER
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2.7.6.33.2 REE &

BEONREUEBHIRE

WU FINGEBEESL, 2095 19 BIRT & MEmiOBEBE O - DA Z i L (Fh
IEPREE THERE O LIIIC K2k 23 16, T2 23 1841), 75614 T v & HIZHID {F
T,

TSN YT 2 AKX v b EBEHAE SO0mg (37 61) XX 70 mg (38 %) N5 Shi=, 75
Bilefila SAF OXt & L, 1RO GG, AT 23 ME A o 1 HE LLESAIHEY
REOREMEZA L\ 1 % FAS R UVPKAS 2B FRAN L7z, (3£ 2.7.6.33-1),

£27633-1 BEONRRUBHIRRER (525 LMEFILHF)
BAfA A& 50 mg Bf4h A & 70 mg iy

FEMT R 4R (N=37) (N=38) (N=75)
7 v Huk 37 (100.0%) 38 (100.0%) 75 (100.0%)
TRBR IR 5 37 (100.0%) 38 (100.0%) 75 (100.0%)
SAF 37 (100.0%) 38 (100.0%) 75 (100.0%)
FAS 37 (100.0%) 37 (97.4%) 74 (98.7%)
PKAS 37 (100.0%) 37 (97.4%) 74 (98.7%)

FAS : Full Analysis Set, SAF : Z2MEMHTRI G4, PKAS : 3EM BT I G 4EH

Source : CL-0308 (5.3.5.2-2) Table 12.1.1.2

75H D55, 656 (86.7%) 2ikErRzZ52T L, 10 (13.3%) 2akBra ik L7, L/

HIZEEFRT, Jo 42U 75 60F 361 (4.0%) Thoto (F£2.7.633-2),

#+276.33-2 IR UFIEEE (G250
BRtGH & 50 mg | BALGAH & 70 mg &t
(N=37) (N=38) (N=75)
AR Ik 58T B 33 (89.2%) 32 (84.2%) 65 (86.7%)
oIk 451 4 (10.8%) 6 (15.8%) 10 (13.3%)
T bRt [R5 ET 33 (89.2%) 32 (84.2%) 65 (86.7%)
AEFES 1 (2.7%) 2 (5.3%) 3 (4.0%)
RT3 1 (2.7%) 0 1 (1.3%)
Z DA 2 (5.4%) 4 (10.5%) 6 (8.0%)

a: ERPIEEBROAEZTHE LT,
Source : CL-0308 (5.3.5.2-2) Table 12.1.1.3.2

AT R UV th D EE(E

FAS &K C, BYEBEIL S5 6] (74.3%), ZMEEEIZ 1961 (25.7%) TH Y, FhDFEMHE (B
A 132662 (12.1) %, A7V —=C7HIOFREDVHME FEERZ) 1£61.83 (13.77) kg
Tholo, MIEBHTEO M FEHERA) 13 19.5 (18.5) HTh-o7-, 1BMERZEE (CKD) (2
95 Bl R HIM O EERZ) 132601 (24.44) 5 A, CKD WEHIE OFLE (v
fW75) 13212122 (127.07) B H TH -7z, 72 CKD OFIRERIL, BERFIERIE (41.9%), 184
ERIRER (203%), LKOBHEILAE (18.9%) Tho7o,

T AT T AR
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BrzDREBEDOE LD
BRI S 2B M 22T e o T2 (3€2.7.6.33-3),
% 2.76.33-3 AO#HETEAEER D EE(E - FAS
BHlAA A & 50 mg BHlAA A & 70 mg &t
(N=37) (N=37) (N=74)
PRI
Bk 28 (75.7%) 27 (73.0%) 55 (74.3%)
o 9 (24.3%) 10 (27.0%) 19 (25.7%)
i %) LRSI ]
n 37 37 74
Mean 65.1 67.2 66.2
SD 12.1 12.2 12.1
Min 38 42 38
Median 67.0 72.0 69.0
Max 83 86 86
Tl 7 —7 %) [FEIER]
<65 15 (40.5%) 14 (37.8%) 29 (39.2%)
>65 22 (59.5%) 23 (62.2%) 45 (60.8%)
HE (cm) [FHATHRARE]
n 37 37 74
Mean 163.23 160.89 162.06
SD 10.41 8.33 9.44
Min 145.3 144.4 144.4
Median 165.00 161.00 162.75
Max 185.3 183.0 185.3
MEENT % ORE (kg) (SRR
n 37 37 74
Mean 61.04 62.62 61.83
SD 12.66 14.93 13.77
Min 42.0 39.5 39.5
Median 57.90 60.10 59.45
Max 94.8 123.0 123.0
MRENT % ORE (kg) Bk
n 37 37 74
Mean 60.76 62.31 61.54
SD 12.52 14.72 13.59
Min 42.1 39.6 39.6
Median 57.60 58.80 58.60
Max 93.9 120.3 120.3
MEENT % ORE 77— 1 (kg) [BEkIs]
<60 19 (51.4%) 20 (54.1%) 39 (52.7%)
>60 18 (48.6%) 17 (45.9%) 35 (47.3%)
MEENT % ORE 7 —7 2 (kg) [ BEREE]
<40 0 1(2.7%) 1 (1.4%)
>40 37 (100.0%) 36 (97.3%) 73 (98.6%)
MRENTH OERE (kg) (%5 0 1H]
n 37 37 74
Mean 60.60 62.06 61.33
SD 12.57 14.70 13.60
Min 419 39.6 39.6
Median 58.20 58.90 58.55
Max 95.2 120.5 120.5
MEENT % OEE 7 L—7 1 (kg) (%5 03]

<60

20 (54.1%)

20 (54.1%)

40 (54.1%)

> 60 17 (45.9%) 17 (45.9%) 34 (45.9%)
MEENT % ORE 7 Vv—72 (kg) [#5-0E]
<40 \ 0 1(2.7%) 1 (1.4%)
T AT T AR
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2.7.6

BErDRBEDELED
BH AR A 2 50 mg BHAA A 2 70 mg At
(N=37) (N=37) (N=74)
> 40 37 (100.0%) 36 (97.3%) 73 (98.6%)
BMI (kg/m?®) [ FHRTMAT ]
n 37 37 74
Mean 22.69 24.04 23.36
SD 2.65 435 3.64
Min 18.3 17.6 17.6
Median 22.26 22.63 22.42
Max 28.6 36.8 36.8
CKD %5 Z O RELE (1 H)
n 34 33 67
Mean 27.07 24.92 26.01
SD 24.06 25.15 24.44
Min 2.0 0.8 0.8
Median 18.35 15.40 15.70
Max 84.1 114.4 114.4
CKD Z {45 BB 71— (W H)
<6 5 (13.5%) 5 (13.5%) 10 (13.5%)
>6to<12 8 (21.6%) 8 (21.6%) 16 (21.6%)
>12t0<36 12 (32.4%) 11 (29.7%) 23 (31.1%)
> 36 to < 60 5 (13.5%) 7 (18.9%) 12 (16.2%)
> 60 to < 120 4 (10.8%) 2 (5.4%) 6 (8.1%)
> 120 to < 240 0 0 0
> 240 0 0 0
Unknown 3 (8.1%) 4 (10.8%) 7 (9.5%)
CKD DJFHER
B RERIRE 7 (18.9%) 8 (21.6%) 15 (20.3%)
BE IR I LB E 14 (37.8%) 17 (45.9%) 31 (41.9%)
B Bk 0 0 0
2R 5 (13.5%) 2 (5.4%) 7 (9.5%)
B E 8 (21.6%) 6 (16.2%) 14 (18.9%)
Z D 3(8.1%) 4 (10.8%) 7 (9.5%)
CKD M (v H)
n 28 27 55
Mean 125.02 117.29 121.22
SD 142.30 111.71 127.07
Min 2.0 0.8 0.8
Median 78.10 76.50 76.50
Max 682.0 460.2 682.0
CKD BHEMM 7 v—7 (FA)
<6 1.(2.7%) 1.(2.7%) 2 (2.7%)
>6to<12 0 2 (5.4%) 2 (2.7%)
>12t0<36 5 (13.5%) 2 (5.4%) 7 (9.5%)
>36to < 60 6 (16.2%) 5 (13.5%) 11 (14.9%)
> 60 to <120 6 (16.2%) 9 (24.3%) 15 (20.3%)
> 120 to < 240 5 (13.5%) 5 (13.5%) 10 (13.5%)
> 240 5 (13.5%) 3 (8.1%) 8 (10.8%)
Unknown 9 (24.3%) 10 (27.0%) 19 (25.7%)
MigENTE (A)
n 37 37 74
Mean 17.1 21.8 19.5
SD 16.6 20.2 18.5
Min 3 3 3
Median 11.0 14.0 12.0
Max 77 83 83
MEENTE 7 v—7 (H)
<7 \ 5 (13.5%) | 7 (18.9%) 12 (16.2%)
T AT T AR
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gXYF XLy k

B2 DHEBRDFELD
BH AR A 2 50 mg BHAA A 2 70 mg At
(N=37) (N=37) (N=74)
>7to<14 18 (48.6%) 10 (27.0%) 28 (37.8%)
>14t0<28 7 (18.9%) 10 (27.0%) 17 (23.0%)
>28 7 (18.9%) 10 (27.0%) 17 (23.0%)
MEENT OB [#5 0 18]
1[5, 4 1 (2.7%) 0 1 (1.4%)
2 5],/ 2 (5.4%) 3 (8.1%) 5 (6.8%)
3 [al,/ 34 (91.9%) 33 (89.2%) 67 (90.5%)
Z DA, 0 1 (2.7%) 1 (1.4%)
hsCRP (nmol/L) [#¢5- 0 1]
n 37 37 74
Mean 16.964 37.662 27.313
SD 26.446 102.387 74.988
Min 1.01 0.48 0.48
Median 7.730 10.000 8.435
Max 143.81 560.96 560.96
hsCRP (nmol/L) 7 /v—7 [#5 0 ##]
<28.57 32 (86.5%) 28 (75.7%) 60 (81.1%)
>28.57 5(13.5%) 9 (24.3%) 14 (18.9%)

BMI : {R¥&FE5, CKD : 12 E g7, hsCRP :

Source : CL-0308 (5.3.5.2-2) Table 12.1.2.1.2

FAS 2K T, HMERHMEEE OX—R T A AEICH &) 7B 213 72 o 72, $65- 03O Hb

R C ROSPEE H, Max :

e RKME, Min : fe/IME, SD : FEHER 2

EOWHME FEERE) 1L, 2% V%7 222 v F50mg #7° 8.63 (0.77) g/dL, 70 mg FENS

8.67 (0.79) g/dL THY, &K TIL8.65 (0.78) g/dL THhH-o7- (F2.7.6.33-4),
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REHFaAL Y b 2.76

ER2DHBRDELD
#&276.33-4 FHIMEICEAT HEESME : FAS
BA4A A & 50 mg | BHAGH & 70 mg At
(N=37) (N=37) (N=74)
#5030 Hb & (g/dL)*
n 37 37 74
Mean 8.63 8.67 8.65
SD 0.77 0.79 0.78
Min 7.0 7.0 7.0
Median 8.50 8.70 8.55
Max 10.0 10.0 10.0
#5.0ED Hb fli 7 /v—7"1 (g/dL)
<9.0 24 (64.9%) 22 (59.5%) 46 (62.2%)
>9.0 13 (35.1%) 15 (40.5%) 28 (37.8%)
BeH- 0o Hb flE 7 /v—7" 2 (g/dL)
<8.0 6 (16.2%) 5(13.5%) 11 (14.9%)
>8.0 31 (83.8%) 32 (86.5%) 63 (85.1%)
Ht (fraction)
n 37 37 74
Mean 0.2630 0.2612 0.2621
SD 0.0228 0.0275 0.0251
Min 0.216 0.207 0.207
Median 0.2630 0.2550 0.2620
Max 0.309 0.315 0.315
Ret/RBC (fraction)
n 37 37 74
Mean 0.0085 0.0097 0.0091
SD 0.0033 0.0046 0.0040
Min 0.003 0.003 0.003
Median 0.0090 0.0090 0.0090
Max 0.015 0.023 0.023
Fe (umol/L)
n 37 37 74
Mean 12.6 11.3 11.9
SD 4.7 3.6 4.2
Min 6 4 4
Median 11.0 11.0 11.0
Max 25 19 25
7= JF 2 (ng/mL)
n 37 37 74
Mean 125.26 129.02 127.14
SD 80.37 89.87 84.69
Min 25.9 22.1 22.1
Median 98.70 110.00 106.50
Max 284.0 422.0 422.0
Z7xYFr JNV—7 1 (ng/mL)
<100 19 (51.4%) 16 (43.2%) 35 (47.3%)
>100 18 (48.6%) 21 (56.8%) 39 (52.7%)
7 xYFr JN—7 2 (ng/mL)
<30 1 (2.7%) 2 (5.4%) 3 (4.1%)
>30 36 (97.3%) 35 (94.6%) 71 (95.9%)
R A7 = (gl)
n 37 37 74
Mean 1.785 1.785 1.785
SD 0.286 0.317 0.300
Min 1.32 1.05 1.05
Median 1.710 1.800 1.765
Max 2.68 2.83 2.83
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REHFaAL Y b 2.76
BExDRBEDFE LD
BA4A A & 50 mg | BHAGH & 70 mg aF
(N=37) (N=37) (N=74)
TIBC (umol/L)
n 37 37 74
Mean 423 42.4 423
SD 5.9 6.8 6.3
Min 31 27 27
Median 41.0 44.0 42.0
Max 59 63 63
sTfR (nmol/L)
n 37 37 74
Mean 16.82 20.27 18.55
SD 7.54 10.43 9.20
Min 6.0 7.9 6.0
Median 15.40 18.40 16.25
Max 37.3 71.5 71.5
TSAT (%)
n 37 37 74
Mean 30.22 26.79 28.51
SD 11.66 8.51 10.29
Min 13.9 11.1 11.1
Median 26.50 26.30 26.40
Max 70.7 48.3 70.7
TSAT 7 /b—7 1 (%)
<20 5(13.5%) 9 (24.3%) 14 (18.9%)
>20 32 (86.5%) 28 (75.7%) 60 (81.1%)
TSAT 7 /b—7 2 (%)
<5 0 0 0
>5 37(100.0%) | 37(100.0%) | 74 (100.0%)
BRI 1
7 = U F> <100 ng/mL 7> TSAT < 20% 4(10.8%) 5 (13.5%) 9 (12.2%)
7 = U F> <100 ng/mL 7> TSAT > 20% 15 (40.5%) 11 (29.7%) 26 (35.1%)
7 = UF > >100 ng/mL 7> TSAT < 20% 1(2.7%) 4(10.8%) 5 (6.8%)
7 = Y F 2 >100 ng/mL 7>-D TSAT > 20% 17 (45.9%) 17 (45.9%) 34 (45.9%)
PRI 2
7 = U F L <30ng/mL H>D TSAT < 5% 0 0 0
7 = U F > <30ng/mL 7> TSAT > 5% 1(2.7%) 2 (5.4%) 3 (4.1%)
7 = Y F L >30ng/mL 7)>D TSAT < 5% 0 0 0
7 = UF > >30ng/mL 7> TSAT> 5% 36 (97.3%) 35 (94.6%) 71 (95.9%)
Ret #1® Hb (pg)
n 37 37 74
Mean 34.43 33.79 34.11
SD 2.06 2.03 2.05
Min 30.3 26.7 26.7
Median 34.40 33.80 33.95
Max 39.0 37.5 39.0

Fe: &, Hb: ~EZ by, Ht: ~~hrZ VU v b, Max: KM, Min: &M, Ret: f@7R10E, RBC : FRIMER,

SD : FEHEMRZE, STR : AWM R T 27 = U v Lk 7 % —, TIBC : ks

JiE

AN =t
/m\ﬁb,

TSAT : 527 = U fafn

a: &5 038 Hb EIX, 3 ENAIE L7- Hb i CREATELT D 2 BE OS50 Bd 1 [|5) OB L Uiz, &5 0 @
O Hb ERF—ETH Y, M OBEFTELO Hb EHIE B & R H DAL, BERTEEO 2 BIOFE & Lz,

Source : CL-0308 (5.3.5.2-2) Table 12.1.2.2
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S A= SV N 2.76
BrOHBEDE LD

2.7.6.33.3 ;BEBRE DR

SAF &ETr X 47 2 2% v MERHIHOTHE EERZ) 1L, 2¥ 7224y 50mg
FE2Y 1509 (44.6) H, 70 mg #E2S 142.3 (52.8) HTHY, &R TIL146.5 (488) HThHo7z, 1A
BRIEIRFEE TR O EERA) 1%, e% %7 2 2% > b 50 mg #£2% 99.77% (1.02%), 70 mg
BEN 98.60% (2.74%) THV, EKTIE99.18% (2.15%) Th-o7- (#2.7.633-5),

% 2.7.6.33-5 GAREOBZERUIRZEINR : SAF

BAG A& 50 mg BAG & 70 mg &t
(N=37) (N=38) (N=75)
IREEHIM (A) ®
N 37 38 75
Mean 150.9 142.3 146.5
SD 44.6 52.8 48.8
Min 17 3 3
Median 168.0 168.0 168.0
Max 169 169 169
IREMMOX S (H) #
<29 3 (8.1%) 3 (7.9%) 6 (8.0%)
>29t0 <57 0 2 (5.3%) 2 (2.7%)
>57to<85 1 (2.7%) 1 (2.6%) 2 (2.7%)
>85t0 <127 1 (2.7%) 2 (5.3%) 3 (4.0%)
>127t0 <169 21 (56.8%) 16 (42.1%) 37 (49.3%)
> 169 11 (29.7%) 14 (36.8%) 25 (33.3%)
IRIGETHE (%)
n 37 38 75
Mean 99.77 98.60 99.18
SD 1.02 2.74 2.15
Min 94.4 86.1 86.1
Median 100.00 100.00 100.00
Max 100.0 100.0 100.0
AREEESFR DXy (%)
<50 0 0 0
>50to<75 0 0 0
>75t0<90 0 1 (2.6%) 1(1.3%)
>90 37 (100.0%) 37 (97.4%) 74 (98.7%)
Unknown 0 0 0

Max : fz KfH, Min : fz/ME, SD : BEYE(R A
a: BBREWIRIL (BREESHE - PIE&S5H) +1 & Lk,
Source : CL-0308 (5.3.5.2-2) Table 12.2.1.1

SAF KD 5 22 WEFAICH T D 1AL 720 Ou 4T 2 AKX v MRS EOVHIE FEAEFZE)
i, BX YT 2 AX v bk 50mg BEAS 68.4 (41.3) mg, 70 mg BENS 86.4 (39.9) mg TH Y, LIKT
1£76.9 (41.3) mg Th o7z,

SAF 2RO# G- 22 R RIZHBIT 2 0T 2 2% v hOREY 2D 1 B 5-8&OFEEE (FEE
W2 1%, =¥ Y7 2 A% >k 50mg #7° 1.17 (0.70) mg/kg, 70 mg #£A% 1.45 (0.72) mgkg Th
v, 2K TIE1.30 (0.72) mgkg THHT-,

T AT T AR

639



DX YT oAy

2.7.6

B2 DEHEBRDE LD

nXYTF 2 RAF Yy NESEOMERE (BEZLoREE) OYHE EERE) X, oxT
A b 50 mg BEAS 1.9 (1.3) [8/6l, 70 mg #25 1.7 (1.0) [8 /%I, 2A&TiX 1.8 (1.2) [=,/Fl

Toh-olz (3£2.7.633-6),

OFYT 22Xy NESEOBERE (BE 2L oRE) OWHE EERFZE) 1L, oXxT 2
A K b 50mg BEX 1.3 (0.9) [Bfl, 70 mg BEIE 1.4 (1.0) [B7f], ®A&TIE1.3 (1.0) B, /f)

Th-olz (322.7.633-6),

* 2.7.6.33-6 ARBREREENZEERE - SAF
BAA T B 50 mg BAAA I B 70 mg GLl
(N=37) (N=38) (N=75)
REXYF 2 AS v MEGROEERES (BF T L ORK)
R 37 38 75
Mean 3.2 3.1 3.1
D 1.4 14 1.4
Min 0 0 y
Median 3.0 3.0 3.0
Max 5 > 2
OXYF oA H oy MEGEEOHERE (BRE L o)
. 37 38 75
Mean 1.9 1 o
<D 1.3 1.0 1.2
Min 0 0 :
Median 2.0 2.0 2.0
Max 4 4 A
OXYT o ALy MEGROPBERE (BE L oRE)
8 37 38 75
Mean 1.3 1.4 1.3
D 0.9 1.0 1.0
Min 0 0 °
Median 2.0 1.0 1.0
Max 3 3 :

Max : e KfE, Min : fe/MiE, SD : £
Source : CL-0308 (5.3.5.2-2) Table 12.2.1.3

2.7.6.33.4 H3hE

B OEANCERERTHRETCORERDIE
FAS 2R TH L 0 B HR G/ TREE TORBERDEE (95%CD 1, m¥H+T 224y k50
mg FEA 86.5% (71.2%, 95.5%), 70 mg FEAS 89.2% (74.6%, 97.0%) TH Y, &K TIX 87.8% (78.2%,

94.3%) T -o7- (F2.7.633-7),
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S A= SV N 2.76
BrOHBEDE LD

F£276.33-7 5 0 BN OKRERTHETHOERREZMEIS (HbEA 10.0g/dL LI E, M DK E 0
BEY HbEAN1.0g/dL LEER L-HEZEHET D) : FAS

B A 50 mg B 44 B 70 mg &2
(N=37) (N=37) (N=74)
Hb &
b 32 (86.5%) 33 (89.2%) 65 (87.8%)
FENEIE D 95% CI° (71.2%, 95.5%) (74.6%, 97.0%) (78.2%, 94.3%)

Cl: {EHEXM, Hb: ~E/ ot

a: Hb fE2 10.0 g/dL BA L, 2085 0 8 6 F 545 TR E TIZ Hb fE2S 1.0 g/dL LA E E5- U7 & &2 28500 & &

L7,

b : Clopper-Pearson £

Source : CL-0308 (5.3.5.2-2) Table 12.3.1.1

B5 18 BN 51E5 24 BFETHOEY Hb {E
FAS RO E 18 55 24 1 £ TOWH) Ho fEO VA EHERFZE) 1X, mfF¥7T 2 A
% v b 50 mg £ 10.96 (0.78) g/dL, 70 mg #EAY 10.90 (0.81) g/dL TH 0, £4ATIE 10.93 (0.79) g/dL

ThoTz, (3£2.7.633-8),

% 2.7.6.33-8 25 18 @M L5 24 BD T Hb {E : FAS
B4 A & 50 mg Bf4h A & 70 mg Gt
(N=37) (N=37) (N=74)
Fe 5 18 38D b5 24 WO Hb i (g/dL)
n 33 32 65
Mean 10.96 10.90 10.93
SD 0.78 0.81 0.79
Min 93 9.0 9.0
Median 11.00 10.95 11.00
Max 13.0 12.8 13.0
95% CI (10.68, 11.24) (10.61, 11.20) (10.74, 11.13)

Cl: fEHEIXM, Hb: ~E/ 2, Max: KfE, Min: f/ME, SD : IR~

BeE 18 W65 24 WONYHEIE, 5 18, 20, 22 K24 D Hb [l RN OFF
Nl ZHWTEH L,

Source : CL-0308 (5.3.5.2-2) Table 12.3.2

#5188 BN LIRE 24 BOEE 0 @M DFEHY Hb EXELE

FAS KD 18 #H b 24 M E TOEG 0 #7505 O] Hb AL EOFHHE  (EHER
) 0%, X YT 2 AZ b 50mg BEA 2.29 (1.05) g/dL, 70 mg BEAY 2.24 (1.01) g/dL TH Y,
2R TIE 226 (1.02) g/dL THo7- (£ 2.7.6.33-9),
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DX YT oAy

2.7.6

B2 DEHEBRDE LD

£276.33-9 #5118 EAMNSES24ADKRE 0 BN SDFY Ho EZEILE : FAS
i 4h A & 50 mg BH46 A & 70 mg Gt
(N=37) (N=37) (N=74)
5 18 LG 24 WS 0 #7> 5 D5 Hb (EA{LE (g/dL)
n 33 32 65
Mean 2.29 2.24 2.26
SD 1.05 1.01 1.02
Min 0.2 0.4 0.2
Median 2.40 225 2.30
Max 42 45 45
95% CI (1.92, 2.66) (1.87,2.60) (2.01,2.52)

Cl: 28X, Hb: ~E/ 2L, Max: fAfH, Min: 5/IMHE, SD : FEH(F7%E
BeE 18 65 24 WOYEHEIE, 5 18, 20, 22 K24 IO Hb fH (FEHTIG O ZFAHFAPN O &k B HE

Shi-fl) #HVWTHEHLE,
Source : CL-0308 (5.3.5.2-2) Table 12.3.3

E4Z Hb B =

FAS 2ROHE 18 M6 24 T O Hb fEHERFE (95% CD X, =¥ H T 2 X ¥ v b 50 mg BEN
75.7% (58.8%, 88.2%), 70 mg FEDS 70.3% (53.0%, 84.1%) TH V), IR TIE 73.0% (61.4%, 82.6%)

Th otz (£2.7.633-10),

#2.76.33-10 B#EHb E#iFE (518 AN GERE 24 BOFH Hb {EA 10.0 g/dL UL
120 g/dL LT TH > =EBEHEDEIE) : FAS
Bt & 50 mg | BHLAFH & 70 mg HEt
(N=37) (N=37) (N=74)
Fe b 18 # B #E5 24 T DO Hb il
F A Hb f# & s L7 filgc? 28 (75.7%) 26 (70.3%) 54 (73.0%)

HEFRSR D 95% CI°

(58.8%, 88.2%)

(53.0%, 84.1%)

(61.4%, 82.6%)

Cl: {EHEXM, Hb: ~E/ ot

a: B5 18 #7545 24 T O Hb 48 10.0 g/dL BLE 12.0 g/dL BUF & 5 L=,

b : Clopper-Pearson £

BH 18 W b5 24 WOSELMEIT, 518, 20, 22 K24 WD Hb . FEATIE DT &6 N O Skl B ICHE X

N #HWTHEH L,
HERFR ORI, FAS OBEHE L=,
Source : CL-0308 (5.3.5.2-2) Table 12.3.4.1

F70, ®&E 18BN HEEG 24 FIC Ho EAD 72 < &6 1 EIPLERIE &z B3E o BAZ Hb fEHER:
F(95% CD 1E, BT 22 H v b 50 mg BEDS 84.8% (68.1%, 94.9%) , 70 mg FEDS 81.3% (63.6%,
92.8%) THV, BIKTIL83.1% (71.7%, 91.2%) Toh-o7- (F2.7.6.33-11),
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DX YT oAy

% 2.7.6.33- 11

Hb EADLZC &L 1B ERAIESNT-E

2.7.6

B2 DEHEBRDE LD

BHOER Ho fEfE R R (5 18 8N

S5 24 HEDOFH Hb fEA 10.0 g/dL LLE 120 g/dL LT TH-=BEDEIE) : FAS

B#E ] £ 50 mg
(N=37)

B#E I £ 70 mg
(N=37)

AEk
(N=74)

5 18 #6524 3 D5 Hb &

H A% Hb fiE 2 ffEFF L 7= 5% °

28/33 (84.8%)

26/32 (81.3%)

54/65 (83.1%)

HEFEFER D 95% CIP

(68.1%, 94.9%)

(63.6%, 92.8%)

(71.7%, 91.2%)

Cl: {2#XM, Hb: ~E/nb v
a: #5518 WA B G 24 WO Hb fE78 10.0 g/dL BL L 12.0 g/dL AT & & L 7=,

b : Clopper-Pearson %

B h 18 Wb #% 5. 24 WOEHEIL, #5518, 20, 22 KON 24 D Hb & (FEATIF O FFAEPHN O ks B IZHIE &S
Nl ZAWTEH L,

HEFFRONHEIL, &5 18 ENGERE 248
Source : CL-0308 (5.3.5.2-2) Table 12.3.4.2

DY) Hb EOF A L2 IEED & 5 BES & Lz,

#E50BERND, 548 HUERXIIESEAZROSILRLBEVEAEFTOHbELR
RE (g/dL/A)

FAS 2RO 0 R G, #5411, LR 3R G- &GO 5 b F O R E TO Hb
B B R O E BEHERZE) 1%, X% 7 = A% > b 50 mg #£2% 0.297 (0.337) g/dL/#, 70 mg
RE2Y 0.238 (0.368) g/dL/AETH Y, A TIL0.268 (0.352) g/dL/ETH-7- (55 2.7.6.33-12),

Hb fill_E5H-3E230.5 g/dL/E 2B 2 7-BEOEIEIE, o X YT 2 A% v b 50 mgBEN 16.2%, 70 mg
BEN 18.9%TH Y, BIATIE 17.6%TH-7-, Hb Ml EFHEN 0.1 g/dL/HLLT D BE OEIAIT,
0T 2 A% v b 50 mg BEAS 27.0%, 70 mg BEDN 35.1% CThHh o7,

+£2.7.6.33- 12155 0 BEEH S, &5 48 DUBXIRSEARBOSERLEBVERETO
Hb {ELF:EE (g/dL/E) : FAS

B4 F £ 50 mg B%A A i 70 mg &
(N=37) (N=37) (N=74)
Hb i EHE# (g/dL/iE)
n 37 37 74
Mean 0.297 0.238 0.268
SD 0.337 0.368 0.352
Min —0.34 —0.70 —0.70
Median 0.320 0.210 0.230
Max 1.25 1.40 1.40

Hb: ~EZ 2 ty, Max : HAfH, Min: F/ME, SD : EHEFEZE
a: 5 0END, #5438, PR IEGERERED S bbb BVWEESE TO Hb i EREE (ydLs#E) &L
71;0

Source : CL-0308 (5.3.5.2-2) Table 12.3.5.1
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DX YT oAy

FHEFICBEWVTHDEA 10.0g/dL [TELF-ZICHIE Hb {E (10.0~12.0 g/dL) Zi&Ef= L1=l

ERSA > bOEIE

FAS A THBEIZHT Hb 2 10.0 g/dL (23 L 7-1% 12 B HE Hb fE 2 7= L7=HER A > b
OEE O (EHERAE) 1L, 2T 2 A% v b 50 mg BEN 79.75% (25.24%), 70 mg HEAS

B2 DEHEBRDE LD

74.86% (30.35%) TV, DILTILT77.27% (27.84%) Th o7~ (F 2.7.6.33-13),

% 2.7.6.33- 138 BEIZH VT Hb EAY 10.0 g/dL [T L1=#%IE4E Hb fE (10.0~12.0 g/dL) %

daf- LIZBIERS > FOEIE : FAS

BR %5 A & 50 mg BR%G A & 70 mg &t
(N=37) (N=37) (N=74)
FAZ Hb i &7z LI HER A > R OEIE (%)
n 32 33 65
Mean 79.75 74.86 77.27
SD 25.24 30.35 27.34
Min 0.0 0.0 0.0
Median 83.30 88.90 87.50
Max 100.0 100.0 100.0

Hb: ~EZ B EY, Max: HxAfE, Min: f/IMHE, SD : EERA
Source : CL-0308 (5.3.5.2-2) Table 12.3.6

FHEICEITHBEZEHbfE (10.0~12.0g/dL) EREIE

FAS 2K CHEE Hb fE (10.0~12.0 g/dL) %Rk L7 BEOEIGIL, WEe HICEE 1 ENOHE
H 18 E THMML, ZD%ITHE 24 LY/ TG/ TRFE CLE L T e (82.7.6.33- 14),

%£276.33-14 £BEIZHFTZEEHbIE (10.0~12.0 g/dL) EREIE : FAS

BR %5 FH & 50 mg BR %G A & 70 mg &t
(N=37) (N=37) (N=74)
Hb f&
B b1 1/37 (2.7%) 4/37 (10.8%) 5/74 (6.8%)
B 52 A 9/37 (24.3%) 6/35 (17.1%) 15/72 (20.8%)
$e5 3 12/36 (33.3%) 8/35 (22.9%) 20/71 (28.2%)
#5408 13/34 (38.2%) 13/35 (37.1%) 26/69 (37.7%)
Bh 68 13/34 (38.2%) 14/34 (41.2%) 27/68 (39.7%)
B 8 A 17/34 (50.0%) 18/33 (54.5%) 35/67 (52.2%)
$e 10 58 20/33 (60.6%) 20/33 (60.6%) 40/66 (60.6%)
#5128 20/33 (60.6%) 19/33 (57.6%) 39/66 (59.1%)
Bl 1438 22/33 (66.7%) 21/32 (65.6%) 43/65 (66.2%)
B 1658 26/33 (78.8%) 25/32 (78.1%) 51/65 (78.5%)
Bl 1838 26/33 (78.8%) 26/32 (81.3%) 52/65 (80.0%)
e 520 38 26/32 (81.3%) 22/32 (68.8%) 48/64 (75.0%)
#e5.22 25/33 (75.8%) 23/32 (71.9%) 48/65 (73.8%)
¥ 5. 24 27/32 (84.4%) 25/32 (78.1%) 52/64 (81.3%)
BEHE TR 28/37 (75.7%) 26/37 (70.3%) 54/74 (73.0%)
Hb: ~EZmbt
Source : CL-0308 (5.3.5.2-2) Table 12.3.7
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DX YT oAy

H#E Hb iETFR (10.0 g/dL) DEREIE B UE B EFH
FAS (AT HAZE Hb fif FIRZ 2K L 72 B F OFlE

&, WL BTG 1]

BAORBROE E D

W HEE 16 8

ML, ZO%IFHEE 24 LD/ FHRHGE TR E TLZE L T\ (382.7.6.33-15),

#276.33-15 HiZHb{ETER (10.0 g/dL) DERENE R UEREL - FAS

BHlAA A & 50 mg BHlAA A & 70 mg &t

(N=37) (N=37) (N=74)

Hb fig
Fe b 138 1/37 (2.7%) 4/37 (10.8%) 5/74 (6.8%)
Fe b2 38 9/37 (24.3%) 6/35 (17.1%) 15/72 (20.8%)
$e b 338 12/36 (33.3%) 8/35 (22.9%) 20/71 (28.2%)
B b 458 15/34 (44.1%) 13/35 (37.1%) 28/69 (40.6%)
b 6 3 16/34 (47.1%) 17/34 (50.0%) 33/68 (48.5%)
Fe b 8 19/34 (55.9%) 22/33 (66.7%) 41/67 (61.2%)
#5510 # 22/33 (66.7%) 24/33 (72.7%) 46/66 (69.7%)
51238 24/33 (72.7%) 26/33 (78.8%) 50/66 (75.8%)
5 1438 25/33 (75.8%) 26/32 (81.3%) 51/65 (78.5%)
Bl 16 8 29/33 (87.9%) 28/32 (87.5%) 57/65 (87.7%)
#5518 # 27/33 (81.8%) 28/32 (87.5%) 55/65 (84.6%)
520 @ 29/32 (90.6%) 25/32 (78.1%) 54/64 (84.4%)
$e 22 38 29/33 (87.9%) 27/32 (84.4%) 56/65 (86.2%)
Bl 24 58 30/32 (93.8%) 28/32 (87.5%) 58/64 (90.6%)
G TR 31/37 (83.8%) 29/37 (78.4%) 60/74 (81.1%)

Hb: ~EJ ot

Source : CL-0308 (5.3.5.2-2) Table 12.3.8

ZFBIZEH1T 5 Hb EDIRES 0 BN LDELLE

FAS R TOHK G 05K I
T DHITEE 24 WR O/ IR EGHE TR E TL

T AT T AR

BUF 2% Hb fEDOZAL B, #5114

Ao &E5 163 £ L,
EL TV (F2.7.633-16 L TNX 2.7.6.33-1),
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2.7.6

B2 DEHEBRDE LD

#27.6.33-16 HKBIZH1T5H Hb EDEF (g/dL) : FAS

FHERE T EREF Ak &

/AR A n ‘ Mean ‘ SD | Min ‘ Median | Max n ‘ Mean | SD ‘ Min ‘ Median | Max

BHlAA A & 50 mg
FRTRA 37| 878 0.96 6.7 8.60 10.4 - - - - - -
;:ﬁ%_: “137] 866 | 079 | 72 | 860 | 99 | - ; ; ; ; ;
#5038 37| 8.46 0.75 6.8 8.50 9.7 - - - - - -
#5158 37| 8.58 0.82 7.1 8.60 102 | 37 | 0.12 | 048 | —09 0.10 1.1
#5258 37| 892 1.01 7.4 9.10 108 | 37 | 046 | 071 | -0.7 0.40 25
B 5358 36 | 9.26 1.28 73 9.00 119 | 36 | 0.80 1.08 | -1.2 0.75 3.6
#5458 34| 973 1.35 75 9.60 126 | 34 | 124 | 116 | -13 1.35 4.1
#5638 34| 9.99 1.36 7.4 9.85 124 | 34 | 152 124 | 08 1.60 4.8
#5838 34| 1029 | 1.40 75 10.15 127 | 34 | 1.82 129 | -0.7 | 2.05 5.1
510 B 33| 1048 | 1.20 8.2 10.50 126 | 33 | 2.02 1.15 | —0.8 | 2.10 49
#5128 33| 1064 | 1.14 8.2 10.80 129 | 33 | 2.17 1.18 | —0.9 | 2.10 4.4
5 14 H 33| 10.58 | 1.20 8.0 10.80 13.0 | 33 | 2.06 124 | 09 1.90 42
%5 16 # 33| 1079 | 1.1 7.7 10.90 129 | 33 | 227 126 | 0.5 2.10 4.6
%5 18 33| 10.82 | 1.00 8.4 10.90 134 | 33 | 231 1.19 | -0.3 2.50 45
%520 # 32| 11.00 | 0.90 8.5 11.00 13.0 | 32 | 244 | 1.04 0.1 2.45 45
#e5.22 33| 1096 | 0.86 9.1 10.90 127 | 33 | 245 1.11 | -0.5 2.60 5.0
B 524 8 32| 1098 | 0.79 9.6 11.00 128 | 32 | 242 1.11 0.0 2.60 52
BeERTHRE |37 ] 1069 | 1.12 7.5 10.70 12.8 | 37 | 223 133 | -13 2.60 52

BHlAA A & 70 mg
FRTRA 37 | 871 0.95 7.2 8.50 10.6 - - - - - -
;\fﬁéa” 71371 871 0.84 7.0 8.60 10.3 - - - - - -
#5038 37| 8.57 0.89 6.6 8.50 10.3 - - - - - -
#5158 37| 8.78 0.81 7.1 8.70 102 | 37 | 020 | 054 | -1.0 0.20 1.6
#5238 35| 9.01 0.88 7.0 9.10 108 | 35 | 047 | 073 | -14 | 0.0 2.8
#5338 35| 930 0.98 7.2 9.50 112 | 35| 075 | 081 | —1.1 0.80 2.6
#5438 35| 9.3 1.09 7.0 9.50 117 | 35 | 098 | 093 | —09 0.90 2.6
#5638 34| 10.09 | 1.20 75 10.10 123 | 34 | 156 1.02 | —0.9 1.70 3.5
#5858 33| 1040 | 1.38 8.0 10.40 13.6 | 33 | 1.88 128 | —0.8 | 2.00 42
510 B 33| 10.63 | 1.19 8.2 10.70 128 | 33 | 2.11 126 | -12 | 220 4.4
#5128 33| 1079 | 1.17 8.5 10.80 133 | 33 | 227 1.15 | =09 | 230 4.4
#5148 32| 1099 | 1.1 8.1 10.95 13.1 | 32 | 246 124 | -1.3 2.25 4.6
#5. 16 # 32| 1096 | 0.84 9.2 10.90 127 | 32 | 243 1.10 0.4 2.40 4.4
5 18 32| 1090 | 0.82 9.4 10.90 133 | 32 | 238 1.04 0.4 2.25 4.8
520 8 32| 1097 | 0.97 9.4 11.10 13.1 | 32 | 244 | 1.16 | —05 2.35 6.0
#5522 32| 10.84 | 1.00 8.5 10.70 132 | 32 | 232 1.16 | —04 | 220 47
#5524 32| 10.85 | 091 8.5 10.80 129 | 32 | 232 1.12 | —02 | 230 45
BHKETR | 37| 1074 | 0.96 8.5 10.70 129 | 37 | 2.17 1.15 | =02 2.10 45

U
FRIRA 74 | 8.74 0.95 6.7 8.60 10.6 - - - - - -
;é%_" “ 174 869 0.81 7.0 8.60 10.3 - - - - - -
Beh 08 74 | 8.52 0.82 6.6 8.50 10.3 - - - - - -
Beho18 74| 8.68 0.81 7.1 8.65 102 | 74 | 0.16 | 051 | —1.0 0.10 1.6
#5238 72| 8.97 0.94 7.0 9.10 108 | 72 | 046 | 072 | -14 | 0.0 2.8

T AT T AR
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BEROEBEDELED

SR it T TERS R A&

/L AR n [ Mean | SD | Min | Median | Max | n | Mean | SD Min | Median | Max
$e53 71 9.28 1.14 7.2 9.40 11.9 71 0.77 0.95 -1.2 0.80 3.6
&b 48 69 | 9.63 1.22 7.0 9.50 12.6 69 1.11 1.05 -1.3 1.20 4.1
56 1 68 | 10.04 1.27 7.4 9.90 12.4 68 1.54 1.13 -0.9 1.65 4.8
x5 8 67 | 10.34 1.38 7.5 10.30 13.6 67 1.85 1.28 -0.8 2.00 5.1

#4510 18 66 | 10.55 1.19 8.2 10.60 12.8 66 | 2.06 1.20 -1.2 2.20 4.9

h 12 66 | 10.72 1.15 8.2 10.80 133 66 | 2.22 1.16 —0.9 2.25 4.4

&5 14 65 | 10.78 1.17 8.0 10.80 13.1 65 2.26 1.25 -1.3 2.10 4.6

#5161 65 | 10.87 0.98 7.7 10.90 12.9 65 2.35 1.18 -0.5 2.20 4.6

#5518 65 | 10.86 0.91 8.4 10.90 13.4 65 2.34 1.11 -0.3 2.40 4.8

#4520 64 | 10.98 0.93 8.5 11.00 13.1 64 | 244 1.09 -0.5 2.40 6.0

522 38 65 | 10.90 0.93 8.5 10.90 13.2 65 2.38 1.13 -0.5 2.40 5.0

B 524 1 64 | 10.92 0.85 8.5 10.85 12.9 64 | 237 1.11 -0.2 2.45 5.2

BEKTH | 74| 10.72 1.04 7.5 10.70 129 | 74 | 2.20 123 | -1.3 2.35 5.2

Max : feR{H, Min: &/IME, SD : EEHE(RZE
Source CL-0308 (5.3.5.2-2) Table 12.3.9.1

X 2.7.6.33- 1 ANEJOEVOIEHERVIZEREND 7Oy X : FAS

—4——A——4 Starting 50 mg
& - ® - & Starting 70 mg
-+ — —@ Total

-
<

-
[~}

-

©

»

<

Hemoglobin (g/dL)
s
| I | I | 1111 | I | I | I | 1111 | I \

o

2 % SzS%3 ¢ = = 8§ = = =& g8 8§ S §
& K R . e T T T B~
PEEEE 2 2 5 5 5 B B B B B
Visit
Number of subjects

Starting 50 mg 37 37 37 37 37 36 34 34 34 33 33 33 33 33 32 33 32 37
Starting 70 mg 37 37 37 37 35 35 35 34 33 33 33 32 32 32 32 32 32 37
Total 74 74 74 74 72 71 69 68 67 66 66 65 65 65 64 65 64 74

EOT : £ 54 Th, PSC: Haild, SC: A7V —=r 7k
Source : CL-0308 (5.3.5.2-2) Figure 12.3.2.1.1

Ht, Ret, Fe, ZxUF>, r352R7x1)Y, TIBC, sTfR, TSAT RU CHr

FAS O HERET, HUEDOVEMMEIL, #5005 20 ETER L, Z0O®kIIHE 241
RO/ UK TR £ TLEL T\, ORI R o T,

Ret/ RIMERDOF¥IEIL, #50@ENOHEEG 2l ECTERL, ZO%ITEEG 2BETIKFLT
B 524 RO/ ATHEGHETRFE TRE LT e, BB RBER 22T o 72,

5 RBEIRE K O 5448 T IR D Fe e OY CHr OB IZ DR EE I A b o7z, £z,
OB R o T,

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

7= UF U OEEE, B 0 ENOEE 8HETIKT L, TO®%IIHES 24 HEO ixHh
HETIRFE CTLE LT e, DN REEMZIT R o7,

7o A7 2V RO TIBC O VFIMEITEG- 0 585 12 E TEF L, Z0%IIH&EYS 24
HEO/ 35 TRFE CTEHETRT Lz, oA R0 o7,

STIR fEO ML, BE5- 0N H#E 4 HECTER L, ZO®%KIEIESE 24 B8RO/ UTHE 5
TRETZEL T\, BN REERIZEIT R 2T,

TSAT OFH)fEIE, &5 0HENGHEE 8HEE TR T L, £DHKIIHTRSE 24 8L O/ UIHEGHKT
R TOTMNIC LR Uiz, HORBERAEIT o7,

QOL & (FACT-An U EQ-5D-5L)
FAS 2K T, 5 0l HEE 24 £ TO EQ-5D-5L }2 U FACT-An D45 A 2 7 DAL ED -
BT b /S <, ARRBHIR I & B kiZ o7z,

AREIE (EI%) RUCARBELARE

FAS 2K T, B 5HMHPICARBE LT BEOEIEIE, v 7 =2 2% v b 50 mg BEM 27.0% (10/37
B), 70 mg BEAS 37.8% (1437 ) TH Y, 2K TIL32.4% (24/74 f5l) ThHo7=,

ABEEEONEE BEERZE) 1L, v¥ 37 2 2% > b 50mg #2304 (0.6) [A], 70 mg FEN
0.6 (0.9 [EITHY, 2ILTIF05 (0.8) FITH-T,

BRI OFEIME (R 11X, 2% YT 2 A > b 50mg #2728 123 (23.1) H, 70 mg
FE2N 114 (15.1) AHTHY, BRTIL11.8 (184) HTH-T,

1IERS 72 0 O ABEHIR O FE0E (BEHERZE) 12, %37 2 24 b 50 mg #2% 10.80 (23.22)
H, 70mgﬁ¥75§751 (9.08) HTH YV, &K TIZ8.88 (16.19) HThH -7z,

ABEEIE T B R BRI 2T 2R D o T2,

2.7.6.33.5 {EZRAIFLMEIER
ATy

FAS &K T, "7V OEBEIIREG 0 BG4 B ETIKTL, T0O®%ITES 24 @ LW
S NI G TR E TLE LTz, (K2.7.6.33-2),

T AT T AR
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BXYF 2 ALy b 276
B2 DRBOE L

276.33-2 ATOOUOFEMERVIZEREDTOY R (ng/mL) : FAS

70 —

Hepcidin (ng/mL)

s 3
% 4

EOT

Number of subjects

Starting 50 mg 37 35 34 33 37
Starting 70 mg 37 35 33 32 37
Total 74 70 67 65 74

EOT : 544 T Ik
Source : CL-0308 (5.3.5.2-2) Figure 12.3.14.1

2.7.6.33.6 &%

FESROBE

SAF 2RICB W T, AEHFGORBEIASIL, e XY T 2 AH v b 50 mg BTl 86.5% (32/37 ),
70 mg BETIX 94.7% (36/38 f5) TH Y, ®IKTIL90.7% (68/75 ) Th-oT-, F£iz, HEERD
FIEFERIE BB A, 2R TEREN 69.3% (52/75 B1), HEEMN 18.7% (14/75 1), FEED 2.7%
(2/75 ) TH-o7z,

BIEROBBE G, vX¥ YT 2 A% > b 50mg BETIX 13.5% (5/37 ), 70 mg £ TliE 28.9%
(11738 f5) TH Y, 2IKRTIX213% (16/75%]) ThoT-,

BELAEFGZOREAEIGL, 2R TIE293% Q7561 THot-, HEERBIERORRES
%, 2K TIX4.0% B/7561) THoT,

BHEHRIEIZE > T A FEFRGORBEIGIL, 2K TIT4.0% (3/756]) Thoto, HHHIEIC
TREIWERAORBREAIL, &R TIX1.3% (1775 6]) Thoiz,

AR CIIE T2 o 72 (3£2.7.6.33-17),

T AT T A
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BExDRBEDFE LD
#+276.33-17 FEBROWE : SAF

BR %5 A & 50 mg BR%5 A & 70 mg &t

(N=37) (N=38) (N=75)

n (%) n (%) n (%)
HEFR 32 (86.5%) 36 (94.7%) 68 (90.7%)
53 5 27 (73.0%) 25 (65.8%) 52 (69.3%)
M 4 (10.8%) 10 (26.3%) 14 (18.7%)
HE 1 (2.7%) 1 (2.6%) 2(2.7%)
RITEA ® 5 (13.5%) 11 (28.9%) 16 (21.3%)
HELRAERSE 9 (24.3%) 13 (34.2%) 22 (29.3%)
HERENEM ® 1 (2.7%) 2 (5.3%) 3 (4.0%)
BREOB G IEICE s AHFS 1(2.7%) 2 (5.3%) 3 (4.0%)
TRERIE D E i IR S RIS ® 1 (2.7%) 0 1 (1.3%)

- 0 0 0

a: BB Y ERNIC LV iaBREE L oBEMED TRIEH 220 LitZgny) X 7= 5ABEH Y ) LHEShIZAE

T, HOWIEEEOT -2 N KRAMECTH - = HEEFR
Source : CL-0308 (5.3.5.2-2) Table 12.6.1.1, Table 12.6.1.4

BEER

SAF 2K T, BEBNENE» oo HERFR GREEEG 5%LLE) 1%, SWHEEZ (20.0%), ik
MREE%R (133%), v v FEZE (93%), 1Ef, > v MREROE Y VEREME (% 6.7%),

WO T, WEM:, 1892, 45, R M&OARIRIE (% 53%) Tho7o (3£2.7.6.33-18),

T AT T ARUER
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276
B2 DEHEBRDE LD

#27633-18 HEEZR : SAF
MedDRA Version 19.0 BRAG B 50 mg B4 B 70 mg o
ARE IR (N=37) (N=38) (N=75)
FEAGE n (%) n (%) n (%)
XIS 32 (86.5%) 36 (94.7%) 68 (90.7%)
MR LY v GREEE 0 1 (2.6%) 1 (1.3%)
T BRERBE INE 0 1 (2.6%) 1 (1.3%)
LM 2 (5.4%) 3 (7.9%) 5 (6.7%)
9 oA 4 2 (5.4%) 1 (2.6%) 3 (4.0%)
N7 I, 0 1 (2.6%) 1 (1.3%)
SR BN IRAE (B 0 1 (2.6%) 1(1.3%)
Hi LUK mE 1 (2.7%) 1 (2.6%) 2(2.7%)
TR M T 0 1 (2.6%) 1(1.3%)
[EfEPED F 1(2.7%) 0 1(1.3%)
IR p 3 (8.1%) 2 (5.3%) 5(6.7%)
Elal 0 2 (5.3%) 2 (2.7%)
FENBEH I, 1 (2.7%) 0 1 (1.3%)
UR 1 (2.7%) 0 1 (1.3%)
HINET 1 (2.7%) 0 1 (1.3%)
H ke 12 (32.4%) 13 (34.2%) 25 (33.3%)
R 1(2.7%) 4 (10.5%) 5(6.7%)
T 1(2.7%) 3 (7.9%) 4 (5.3%)
Mg 3(8.1%) 1 (2.6%) 4 (5.3%)
L 1(2.7%) 1 (2.6%) 2 (2.7%)
JE R AP R 1 (2.7%) 0 1(1.3%)
Lia 1 (2.7%) 0 1(1.3%)
b 0 1 (2.6%) 1(1.3%)
o 1(2.7%) 0 1(1.3%)
IH- 1. 1 (2.7%) 0 1 (1.3%)
R~ =T 0 1 (2.6%) 1(1.3%)
NS 1(2.7%) 0 1(1.3%)
A gk 1 (2.7%) 0 1(1.3%)
THERTH AR H i 0 1 (2.6%) 1 (1.3%)
RfE 0 1 (2.6%) 1(1.3%)
— - REFRER X O GEORIE 3 (8.1%) 3(7.9%) 6 (8.0%)
JizbE] 0 1 (2.6%) 1 (1.3%)
HEH 0 1 (2.6%) 1(1.3%)
AT —T VR EIIE TR 1 (2.7%) 0 1(1.3%)
HESTEB AT AR 1 (2.7%) 0 1 (1.3%)
RIE 1(2.7%) 0 1(1.3%)
145 AL R 0 1 (2.6%) 1(1.3%)
145 ZE A A AR 1(2.7%) 0 1(1.3%)
JEYUE R K OV A e 9 (24.3%) 17 (44.7%) 26 (34.7%)
ELIRTAE 3(8.1%) 12 (31.6%) 15 (20.0%)
AR 3 (8.1%) 0 3 (4.0%)
ELZES 0 2 (5.3%) 2 (2.7%)
B 1 (2.6%) 1(1.3%)
N2 A E XN e 1(2.7%) 0 1 (1.3%)
FER 0 1 (2.6%) 1(1.3%)
FhfE 0 1 (2.6%) 1 (1.3%)
{7 T HF 0 1 (2.6%) 1 (1.3%)
B P EIE 0 1 (2.6%) 1(1.3%)
B e 1(2.7%) 0 1(1.3%)
T AT T ABIER
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276
B2 DEHEBRDE LD

MedDRA Version 19.0 Bf 4h A & 50 mg Bf4h A & 70 mg iy
BRERIAIIHH (N=37) (N=38) (N=75)
FEAGE n (%) n (%) n (%)
SEB ERE 1 (2.7%) 0 1(1.3%)
JRbks 0 1 (2.6%) 1 (1.3%)
RGERG 1(2.7%) 0 1 (1.3%)
PRIZIEG 0 1 (2.6%) 1(1.3%)
LT 1% Y 1(2.7%) 0 1(1.3%)
HE, PEB IOULESDHE 12 (32.4%) 18 (47.4%) 30 (40.0%)
>y hEIZE 3 (8.1%) 4 (10.5%) 7(9.3%)
Ty L MpRzE 2 (5.4%) 3 (7.9%) 5(6.7%)
A5 2 (5.4%) 2 (5.3%) 4 (5.3%)
MBI & R 3 (8.1%) 0 3 (4.0%)
F I 1(2.7%) 1 (2.6%) 2 (2.7%)
B 0 2 (5.3%) 2 (2.7%)
BlE 1 (2.7%) 1 (2.6%) 2 (2.7%)
EE 0 2 (5.3%) 2 (2.7%)
AT 1 (2.7%) 1 (2.6%) 2 (2.7%)
PN 1(2.7%) 0 1(1.3%)
B 0 1 (2.6%) 1(1.3%)
LEEEE 0 1 (2.6%) 1(1.3%)
PHIFE 1S 1(2.7%) 0 1(1.3%)
A& DHE 0 1 (2.6%) 1(1.3%)
FNBE T & DFHE 0 1 (2.6%) 1(1.3%)
T ¥ v MRS 1(2.7%) 0 1(1.3%)
LT K A IESR 1 (2.7%) 0 1 (1.3%)
B EEaa g 1 (2.7%) 0 1(1.3%)
SMEL ZAHE R 0 1 (2.6%) 1 (1.3%)
R A 4 (10.8%) 5 (13.2%) 9 (12.0%)
Y —F N 1 (2.7%) 1 (2.6%) 2 (2.7%)
M2 L7 F o R AR F - —BHEN 1(2.7%) 0 1(1.3%)
ifiL R R A LB N 0 1 (2.6%) 1 (1.3%)
M EART 0 1 (2.6%) 1 (1.3%)
1 H R BN 0 1 (2.6%) 1 (1.3%)
~EZ B U 0 1 (2.6%) 1(1.3%)
e EfaFn KT 1 (2.7%) 0 1(1.3%)
i U > B 0 1 (2.6%) 1 (1.3%)
S ifn B 1 (2.7%) 0 1(1.3%)
R L ORERE 3 (8.1%) 6 (15.8%) 9 (12.0%)
e U P 2 (5.4%) 3 (7.9%) 5(6.7%)
EH U T AIMAE 0 2 (5.3%) 2 (2.7%)
K i 1(2.7%) 0 1 (1.3%)
2 BOBE IR IR 0 1 (2.6%) 1 (1.3%)
Wtk R I & O A kb = 7 (18.9%) 7 (18.4%) 14 (18.7%)
W 3(8.1%) 1 (2.6%) 4 (5.3%)
F AR 0 3 (7.9%) 3 (4.0%)
RA i 2 (5.4%) 0 2 (2.7%)
RGPS 0 2 (5.3%) 2 (2.7%)
N eii] 1(2.7%) 0 1(1.3%)
Pu i g 1(2.7%) 0 1 (1.3%)
38 &5 R ¢ 0 1 (2.6%) 1(1.3%)
ES 0 1 (2.6%) 1(1.3%)
HERIHRZE 1 (2.7%) 0 1 (1.3%)
PR R 3 (8.1%) 2(5.3%) 5 (6.7%)
T AT T ABIER
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276
B2 DEHEBRDE LD

MedDRA Version 19.0 Bf 4h A & 50 mg Bf4h A & 70 mg iy
BRERIAIIHH (N=37) (N=38) (N=75)
FEAGE n (%) n (%) n (%)
TR LR REE A 2(5:4%) 0 2(2.7%)
fbitgizE 0 1 (2.6%) 1 (1.3%)
GE 1 (2.7%) 0 1 (1.3%)
S BRR 0 1 (2.6%) 1 (1.3%)
i R 2 (5.4%) 2 (5.3%) 4 (5.3%)
RHRSE 2 (5.4%) 2 (5.3%) 4 (5.3%)
ATER R L O EREE 0 2(5.3%) 2 (2.7%)
AL ELRE 0 1 (2.6%) 1 (1.3%)
FLEW 0 1 (2.6%) 1 (1.3%)
MR AR, MERES K OMEhRPE 4 (10.8%) 3(7.9%) 7(9:3%)
IR 2 (5.4%) 0 2 (2.7%)
PP 3R 0 1 (2.6%) 1(1.3%)
E=Xanqiil 0 1 (2.6%) 1 (1.3%)
R A e 1(2.7%) 0 1(1.3%)
fa 7k 0 1 (2.6%) 1 (1.3%)
1 e A SR e 1 (2.7%) 0 1 (1.3%)
B E KO T AR kRE 10 (27.0%) 12 (31.6%) 22 (29.3%)
TR R R 2 4 (10.8%) 6 (15.8%) 10 (13.3%)
e 2 (5.4%) 2 (5.3%) 4(5.3%)
8 45 1(2.7%) 2 (5.3%) 3 (4.0%)
Fe g R Z VEIR IS 1 (2.7%) 1 (2.6%) 2(2.7%)
Z 9 FEE 1(2.7%) 1 (2.6%) 2 (2.7%)
BRI 0 2(5.3%) 2 (2.7%)
il LR 0 1 (2.6%) 1(1.3%)
@A 1(2.7%) 0 1(1.3%)
Bt 1 (2.7%) 0 1(1.3%)
L MERZ 1(2.7%) 0 1 (1.3%)
LR 0 1 (2.6%) 1 (1.3%)
EHVEE D FENE 0 1 (2.6%) 1 (1.3%)
KRG R Z i 1 (2.7%) 0 1 (1.3%)
SRR X ORI E 1 (2.7%) 3 (7.9%) 4 (5.3%)
MAE R 0 1 (2.6%) 1(1.3%)
R~V =T 1518 0 1 (2.6%) 1(1.3%)
REEH 0 1 (2.6%) 1(1.3%)
Elelisai 1 (2.7%) 0 1 (1.3%)
Jlikad = 2 (5.4%) 2 (5.3%) 4 (5.3%)
(I 1(2.7%) 1 (2.6%) 2 (2.7%)
e I 0 1 (2.6%) 1(1.3%)
EESEPEAR L E 1(2.7%) 0 1(1.3%)
5 oo R RE 1(2.7%) 0 1 (1.3%)
[ A% 2P AR 1 (2.7%) 0 1 (1.3%)

Source : CL-0308 (5.3.5.2-2) Table 12.6.1.2

T AT T AR




nXYT o AH b

2l{ER

2.7.6

B2 DEHEBRDE LD

SAF &K T, BHEIENE»>T-EWEA BEEE 2% E) 1%, v MHAZEEROY R—BH
m (% 279%) Thol-. BWERASKROEREEIL, BREMN 18.7% (14/75 ), HEEMN 2.7% (2/75

#) THY, EBEORWERIIA LN -T2 (3£2.7.6.33-19),

% 2.76.33-19 EI¥EFA : SAF

MedDRA Version 19.0 BA%A & 50 mg BR%A & 70 mg &t
BRI (N=37) (N=38) (N=75)
FEAGE n (%) n (%) n (%)
ZXIS 5(13.5%) 11 (28.9%) 16 (21.3%)
IR SSRRONINIAEY = -H 0 1 (2.6%) 1 (1.3%)
T BRERIE INE 0 1 (2.6%) 1 (1.3%)
B IR 2 (5.4%) 2 (5.3%) 4 (5.3%)
JE R AP R 1 (2.7%) 0 1 (1.3%)
X 1 (2.7%) 0 1 (1.3%)
TR 0 1 (2.6%) 1 (1.3%)
D 0 1 (2.6%) 1(1.3%)
RYSRE R X O 4 BUE 0 1 (2.6%) 1 (1.3%)
B vV HUE 0 1 (2.6%) 1 (1.3%)
B, PR L OWE A OHE 0 2 (5.3%) 2 (2.7%)
Ty M 0 2 (5.3%) 2 (2.7%)
BRI A 1 (2.7%) 1 (2.6%) 2 (2.7%)
Y —-P 1(2.7%) 1 (2.6%) 2 (2.7%)
PR R E 0 1 (2.6%) 1(1.3%)
s 0 1 (2.6%) 1 (1.3%)
U K 0 1 (2.6%) 1(1.3%)
AHRAE 0 1 (2.6%) 1 (1.3%)
ARER B L OILERE 0 1(2.6%) 1(1.3%)
VAR ELRE 0 1 (2.6%) 1 (1.3%)
MR AR, BERES K OMERR R 1(2.7%) 0 1 (1.3%)
VML R 1 (2.7%) 0 1(1.3%)
BB KO T AR AkRE 0 2(5.3%) 2 (2.7%)
1z 0 1 (2.6%) 1 (1.3%)
KGR Z MRS 0 1 (2.6%) 1 (1.3%)
il 1(2.7%) 0 1 (1.3%)
SRR ME 1(2.7%) 0 1(1.3%)
S5 o R RE 1 (2.7%) 0 1(1.3%)
[ i PN AR 1(2.7%) 0 1(1.3%)

Source : CL-0308 (5.3.5.2-2) Table 12.6.1.3

BT
KRR TIIFEC 1T A N2 D 2T,

EELEEER

EHERAERSORBREISIT, 2IETIX293% (22/75 ) Thol-, EEHNHRBE L-EER
HEELL, v FHEN6.7% (5/7561) KOYH oI OAREN 2.7% (2/75 61) Tho7T= (&
2.7.6.33-20),

T AT T AR
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gXYF XLy k

EHERBERORREISGIX, 2 TIE4.0% B/756]) ThoT-, BEBNRKR L - EELREIE
HiE72ho7- (3£2.7.633-20), EELAEFEREZREILT-BEOFEM% [CL-0308 Attachment 1

Narratives] (Z/K9,

276
B2 DEHEBRDE LD

% 276.33-20 EELHEFER: SAF
BR%A & 50 mg BH AR A2 70 mg At
(N=37) (N=38) (N=75)
MedDRA Version 19.0 n (%) n (%) n (%)
FE R HER HER HER HER HER HER
N HEFER RITEM FEEL BITEM HEFER RITEM
NS 9 (24.3%) 1(2.7%) | 13 (342%) | 2(53%) | 22(29.3%) | 3 (4.0%)
N 2 (5.4%) 0 2 (5.3%) 0 4 (5.3%) 0
5 o MR 4 2 (5.4%) 0 0 0 2 (2.7%) 0
O I 0 0 1(2.6%) 0 1(1.3%) 0
AN R IRAE A 0 0 1 (2.6%) 0 1 (1.3%) 0
B IOk KE= 0 0 1(2.6%) 0 1(1.3%) 0
S PR R 0 0 1(2.6%) 0 1(1.3%) 0
IR 0 0 1 (2.6%) 0 1(1.3%) 0
Sl 0 0 1 (2.6%) 0 1 (1.3%) 0
R 1(2.7%) 0 1(2.6%) 0 2 (2.7%) 0
i 1(2.7%) 0 0 0 1(1.3%) 0
TR EA R H i 0 0 1 (2.6%) 0 1 (1.3%) 0
JEYUE R K OV A e 0 0 1 (2.6%) 0 1 (1.3%) 0
B 0 0 1 (2.6%) 0 1(1.3%) 0
BE BB L OWESIHE 6 (16.2%) 0 3 (7.9%) 1(2.6%) | 9(12.0%) 1(1.3%)
>y hEIZE 2 (5.4%) 0 3 (7.9%) 1 (2.6%) 5(6.7%) 1(1.3%)
KRB B 1(2.7%) 0 0 0 1(1.3%) 0
Ty L MpRzE 1(2.7%) 0 0 0 1(1.3%) 0
Ty v MRS 1(2.7%) 0 0 0 1(1.3%) 0
AT 1(2.7%) 0 0 0 1(1.3%) 0
R L OekmE 0 0 1 (2.6%) 0 1 (1.3%) 0
2 TR R 0 0 1(2.6%) 0 1(1.3%) 0
TR AR 0 0 1 (2.6%) 1(2.6%) 1(1.3%) 1 (1.3%)
Jibat € 0 0 1 (2.6%) 1 (2.6%) 1(1.3%) 1(1.3%)
MR AR, MERES K OMERRE 1 (2.7%) 1(2.7%) 2(5.3%) 0 3 (4.0%) 1(1.3%)
BraE Xk 0 0 1 (2.6%) 0 1(1.3%) 0
I MM iR 1(2.7%) 1(2.7%) 0 0 1(1.3%) 1(1.3%)
Mk 0 0 1(2.6%) 0 1(1.3%) 0
SRR L OWRHLE 1 (2.7%) 0 3 (7.9%) 0 4(5.3%) 0
M 0 0 1 (2.6%) 0 1(1.3%) 0
BB~ L= THIEE 0 0 1(2.6%) 0 1(1.3%) 0
IREG T 0 0 1 (2.6%) 0 1(1.3%) 0
E N S A 1(2.7%) 0 0 0 1(1.3%) 0

Source : CL-0308 (5.3.5.2-2) Table 12.6.1.7, Table 12.6.1.8

BERELERIFIES-HEER

BB OB G HIEICE > = EFLZORBREISIL, 2K TIL4.0% G/756) TH-o7z, 1RERIK
DG HILICE -/ ERS 3 ML, AMEEEEGRE, TEE s Hin &k OB MEMZER (%
1.3%, 1/775%1) Thot-, IBBRIEOEEHILICE > -RWEAORKRBE L, 2K TIE1.3% (1/75

T AT T ARUER
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DX YT oAy

B, FE

276
B2 DEHEBRDE LD

MR ER) Thotz, 2 HILL FIZHE LRI 5 T EICE T AERFERII R0 -1
(% 2.7.6.33-21).

& 276.33-21 BRERSFILICES-FESEZR : SAF

MedDRA Version 19.0 BH 44 A & 50 mg BRA% B 70 mg

RPN (N=37) (N=38) &F (N=75)
FEAGE n (%) n (%) n (%)

ER 1(2.7%) 2 (5.3%) 3 (4.0%)

Lol 0 1 (2.6%) 1(1.3%)
SR BN IRAE (B 0 1 (2.6%) 1(1.3%)

Bl 0 1 (2.6%) 1(1.3%)
THERTH AR H 0 1 (2.6%) 1 (1.3%)

MEOR AR, BERES K OMERR R 1(2.7%) 0 1 (1.3%)
e M i i 1 (2.7%) 0 1 (1.3%)

Source : CL-0308 (5.3.5.2-2) Table 12.6.1.9

ERRIRE(E

FHEHTrX YT 2 2%y MEEZITRMEKE ML e 7T 2 IV OREEN EH L, =
L A7 r—/L, LDL-2 L A7 2 —/L K ONHDL-21 L A7 0 — LOEHEIME T Lz, [[F— 03
ZRAWTHIE L7 &0 ALT KO/ XX AST 7 ULN @ 3 %28 %, #>,/ X3 TBL #* ULN O
2QEEBXT-BEIIHA N7z,

Z DIENO MR FHIRAEE B X OMEAE T REEBICBE L X, FHEREE IS 00#7
D & RBEIRE e O 546 T IR & CORRIKRIC TR A B L e Do 7,

PEE B PHEDNBER R ORIWER ORBEIG1L 2.7% /75 1) T, Wb U =B TH-
7= (£ 2.7.6.33-19),

NAZIWTA Yy, DERRUMORSHFMEER

SAF T, HMEREL bIT, &G 0 W) DA KRBT R ORGHE TR E TONA 2P A 0 (INE
WIfE, JRERMAME, ARE) \CERRAIC EE AR A E X e h o T,

R B AT R HE R [ OERIRAYIZ B & 23 A #E W TR D o 72,

2.7.6.33.7 faam

o XY F AKXy hEBILAHE S50 XL 70 mg Dl 3 [ 5T Uiz & X, BITE A%, ESA
DG 5% 72 2 & S LRGN HAT o O BHER LEE TORMED R S vz,

o  BHTE AR, ESA OREZZIT7-Z &N WINEBHTHET TH OBMEEIMAFE IC e 05 2
Z oy Maefhb Lc b E ORI OREMETRIFCTH o7z,

o UFXVT AKXy FOFYMER LIS, BMAREICLDWEMICEEREN IR LN
Mmool

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

2.7.6.34 ERARHAKREHER (HD) [CL-0312] (RfTEMEFS 5.3.5.2-3)

2.7.6.34.1 A& A %

HERDIZRE : ASP1517 (X ¥ 7 2 2% v 1) 5 3 FHRBR-SHT SN B s 21 5 B B
kPG & U T AR IERE AR - B4 s & D U 2 KRR -

REREMIEER ¢ HA 25 ik

DRIEK : 72 L

HERHART

ARERBEA B (D BE OMAAILA) 2016 4F5 A 16 H

R TR (o oBZOFMA) £ 2017 411 A 28 H

MEDII—X : E 34

B &

BHTHHEMEE N (CKD) (2ff 5 BIEAMEE T, HAE, ARG maRA 5 (ESA) 12
FOTRREER L TWDBEEZZRLE L, nXdT 222y FoMXEE (83 [E) Tz
BROG N LN OWTHRETT 5, £z, REIREGIZRIT 2 ZEMEIZ O T H IR TRET
T2,

HERAE

ARERT, ZhakdiFE, FFEM, FEtIEERE L CEm L7z,

BERNNS LFEIZL DFAELZIGE, RRENTHIRESOFNT A ICHATRA 2 I L7, 2R
SN EIEE 2T LTV D 2 & 2%, FRiRE» 5 72 &b LRMU EoMREEZ %2,
I RBHTRIBRHR OBITHICA 7 ) —= v V&2 FEh Uz, 1RBREEEM SUIIEBR O HER I,
FATRAE LV 10 BELAIWNICERM U7 7 & TR BRAMEEZ 2T LT D 2 & kR
TEHAICREEEZEO E, ESA EETETH > -HOREKEITHR%OEE  (FR 1~4
AL (ZTREM 2 Bde LT,

BERREIZ Web Bk A7 ALV @M S &G &R RICESE, IRRELEM XTI HE
ffiv, TRIEIIBRAE B ICTRBRER 24005 U, A5 B LTS H X 0 iRBREE (A 3 B) O
MAEBRM LT, &E 52 Bk L7,

HERE R (BHEBF R UERTEE)
SR
160 1 (1 #5451 & LT 100 B2 )
fiRAT S
e EBEEL 164 6] (70 mg B : 100 5], 100 mg #f : 64 {5i)
163 B (70 mg #£ : 100 i, 100 mg #f : 63 fi)

T AT T AR
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REHFaAL Y b 2.76

B2 DEHEBRDE LD

HREE
MR FEHTHEAT o O BV AR

EIREHE
LTz 2 THIZTHE, ARBROIRL L,

10.

11.

BEARANDPLLEIZLAFENELNLTWDHE
CKD L @2lrai, Frifednr 12 BELLE, # 3 BoMmiEEir 25, BERE T S8 3 =
DB % T E L T B 228 BB PEHER BT B
FRIRART 8 MFLL L, BSA (FlRNEES) Z ENO&GEHEHHN TR G STV 5B
2 B
A7) —= 2 7RIS E b L 7B ERIERT 2 A > F O~ u e (Hb) E (kKB
Hridf@t OFENTRT) 73 10.0~12.0 g/dL OEBEFE (72721, 2 A > b Hb fiEild 1 BHELL R
BT CHELZETHDZ L)
A7 Y == 7RIS FEM L7oREICT, N7 A7 2 Y URfIE (TSAT) 238 20%2L |,
H D WILIMIE 7 = U T 228 100 ng/mL LL_E D B3
[ B IRE D A i 2395 20 kLA B oD JR
H oM I ATIMEIC L DN ¥ > b, B L EEBARKRTELE WV CEBIT 2 i1 7+ o B
BHEDEE, LFOWT NS T D H8E
BERT 5 FIREME D 72 B
o  FHIMRARFCEAR L TV HEE (1 HFLLEARKN W), Xk
o IRHMBELT R A2 52 1 T R
RS D ATRetE D & 2 B (LFEIZEEY LR WEE) -
o [AIEES®HNLIRREORMKEEHD 28 A, HIE LW LICFEE LIRS
o  HETMAEREOILIRHE TRtk BE
o  BUEMOMREEEIBAIL, ATV —= U TN DIBBREO R 5% 0 28 M,
TRCZAE S D fENE SAUVTZRELEE * 50 B 2 R ORETEE (D7 b B 1DEANI T
B LD LICHEEBELZRE
EREDES, A7V —=2 THINOIRBRIEO IR G% D 28 A, RALZ{TbRnI &
WZIRIE LT
SRE OGS, A7V —=U TN HIEBRIEO K& 5% 0 28 A, PRt
ZEICFBE L BE
BYEBE & ZOBURE /8 — M — ORI THIRO FREMEN H AL, A7 U —=" 7 #n
DIRBREE D o 5% D 12 [, TRLISE D DN SIVTBETEE * 2 5 2 FEOBHEE (D
< ELIB1IDIFNITIE) 2L 52 EICFAE LGS

||

)

|

)

T AT T AR
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REHFaAL Y b 2.76
fBLDRBROE LD

12. w@$%@ﬁm,xﬁu—:yf%ﬂ IBBIE DRI G4 O 12 8/, FKrREE2iTbn
CICRE Lo
a: BN SAUTZMEHEE S I LT O LB & LT,
o KB INTRNOBHIIEATE L IRHT 2 Z &I X 2REE
e IUD (intrauterine device) & %\ I IUS (intrauterine system) & 5 7275 NasEAZ & 58T
o BMHOLLIWILMEHOa Y F—2I2 k5N TIRIC X BT
o UXALE X /X)) & DT

BROVELEE
LUF OFEEO TS 53586, RRBROKZR L LigroTz,
1. 1R AET DM AR MR CYRERERIHENE, 2PNl B2 e, MR IR 2E
FE7R L), IRRA BT HMBEEE &0 5 BE
2. RMERFEAICHBE RITT EEXDNHARIELED A ORERER (25T 7~ h—T X,
Y v~F, v — 7 VUEERE, BV T v oY) AE0F LB
3. ﬁmﬁf®i%®ww;w@%&i¢k%z%héa%@@ﬁ(ﬁTJ THIR & RGN
—7UIREER<) OBEEXILE R 2 A0 5 BE
4. n/%ﬂ~/bl%ﬁiﬁmﬂﬁ1ﬁ%ﬁfﬂ“6$% (R AR e OV RTRRASRT 12 3 DA TR I 72
BTN NG S 7= MERED 5 B, 1/3 28 2 5 HE CHREM ML 100 mmHg %8 2 5 HB3E)
5. 9ol iAR4 (NYHA 2358 Class L EL &) &2 &0F9 5 84
6. FHTRRART 12 B LARRICINZES, D BEZE S IR ZE DIEIE D 1= 8O D ABEIED & 5 B
7. FEATRARO BRIFR T A /LA (HBs) HUF, CHIFRT A /LA (HCV) Hiikiid THMED
BETE MMUERET A LA (HIV) BE CTHIEORRN S 5 BE
8. BMERmMLSOAIMAE (GEimtEEm, RiERBEE, KnvEEm e ¥) &0 5 RE
9. HATRAER 6 HWLBICEARLALEY, =F 2 NBET A NAT O U IAEFF AL D
B &z TR
10. FHEREREOT ANRTX BT I ) T A7 27— (AST), 79=V73I /) hT7 R
7= 7—1F (ALT) XIHREVILELOWTNIN FilDEE B L2 5 BE, TOMEEZF
A (BMER ONEBIEDOBMENTR, M7 ) OB XIIEN D0 H 2 B
e AST:2x J¥EfE EFR (ULN)
e ALT:2xULN
e #MEVUNLEL:15xULN
1. EMHEGOEFE TEob A BE (7L, SFEULFEREZROLWEAIE, MAANA]
REL 3 %)
12, FRIRAAT 4 1 LRI AR LR I SO X MBI R 20 O SRRl (NZAF 27 —7 7k A1l
MT oy FOBEMNEZRS) 2% 7285
13. IR P ICE IO TED H 5 B
14, BEICZEXFYT 2 RX¥ Yy NOBRGEEZZ T ENHLEBE

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

15. 7774 7% —vay 7 R EEEREYT LV X—OBE 2 H T 584

16, [FETAFAT 12 18 DA IS Lo VE8R ST BE IR 7ot BRREER (R 2 5 de) (23N LB

17. TRBRIKEEE, ATRBRICBIRT 2 IS B S G RS (CRO), TRBAMERX SCHERERE (SMO)
XATIRERFESE R ICER Sh T\ 5 B

18. ZDfh, 1RBREATLEAM TR HEMIC X0 A &l S vz B

BRE Dy bES
2% YT 2 A > hME 20 mg : 15004F
X7 2 AZ  ME 50 mg : 15005F
X7 2 A% ME 100 mg : 15007C

BREORERVESAE

PR 2 =

Bz v P Y A RF 2 (HuEPO) # L <IZFNVANKR-F 7 V7 7 5 EB# T,
HRGRAT 4 B OB Y72 0 O GRE, TRTF o _R—a XTI RE T, BT 8 O
4IM -0 OV RIZG U T, aX YT 22X v MR G ERRE R IS TRGEZ IR
E L7z,

A& T21X42y FHBBIREERER

rHuEPO HAN_KRZTF TV 7 THRTF LR B DX YF o ALy b
(TU/3) (ug/ ) (ng/4 ) (mg/])

4500 it 20 FJil 100 LT 70

4500 LL k- 20 LAk 100 8 100

rHuEPO : B f##iz b h— U R aR=F

RESHEEE
Hb 2% BAE&IBH (10.0~12.0 g/dL) (ZHEFFS LD K O I G REEZFHE L1,

1. BEEOFHL, #5 4 HEELEOMBEGEICBW T, Y%l O KiBHTEFE% OB AT Hb
fl, 4RSS F T ORKRENTHIRZEI AT Hb E28 R (C43%IH 0 Hb E & 4 #HTD
Hb i & D35) ZIHAEC, Tieo MRS ERBUL—/V) IXH-> THEBEZIT- 72 (T RS -
B G EBHREO B G- EFREE ) RO THb il LSR5 8% ofa%k<), BET,
RRBHTIBRS OB THRMN D, FEROBRLGEEZRA LT,

2. HIEHBEEENDOWE, REESENDOMEBIZIOWTIE, F—HAEEZHER LT,

. WETLGEIEE 2 DERF KT 5% 3.0 mgkg ZEEZRVWbHDE LTz,

4, AR WEEITSTHIT, D b 4EMIIR-HEEZHERE L (Tiio R - £ 5H
BIRFO P 5 Bii%e ) K OY THb i LR OB ERE ] OBAEERL),

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

ARERGERER
Bt 1 2 3 4 5 6 7 8 9 10
BhHE (mg) 20 40 50 70 100 | 120 | 150 | 200 | 250 | 300

722 L, &ERIT3.0mgkg A RN L CREKEATIC S S 7o i RBEHTHIIR R OBHTHE TR OKREL W T
5,

B« BRERIE AT FEHE S LT e RKBHTRIFR % OBHTHE TR OIBED 60.0 kg DEEZIL, =¥ T 22 F > K 150 mg
Ahmbt R L Lz,

REEBEIL—IL (548,515 503 if@ﬁﬁL

o # Hb fii
4 SR B % E T ORI S Wﬁﬁgiﬁﬁ:ﬁw Lsymﬁ
=R73 7R 3 . . =}
R b@ % EHTHT Hb 28 L & 10.5 g/dL A 115 g/dL DL F 12,5 g/dL BT
—1.0 g/dL s 1 Bl 1 Bl LR L
1.0 g/dL L . o
13§i;§ | BB B L7 L 1 BB it
1.0 gdL # x5 EHEL 1 BB 1 B PR

Hb: ~EJ bt

RE - BEBERABROKREERE
Hb fEA 12.5 g/dL 288 2 72355 13KZE L, Hb fE23 11.0 g/dL Rl o Tk b e 5 1 B
PR U CHRBA L7,

%IIII

Hb EBEE TRDRSERE
3ARFE TIC Hb EAY 9.0 g/dL Kii Ch - 7281, HEEZ 1 BEIER L, 72720, ARHE%E
WXL A RGEFEL LI EORE LT,

Hb {E:BE| L F DR G EHE
43BLIN O Hb EZALEN 20 g/dL Z##8%2 T EF L725A1E, &5 8% 1 BpEEE L=, HbfE
R EFIC KRG EFE AT %IE, DK b 4 MR A EEHMR LT,

A&

BEIILLUT OFEMEIZHE, 3B, RBRIEAZIRA L7,

1. WIEARAIAAG Y A UL A & L,

2. HEWMA®UT2~3 B (AR - KIEH - SREHCKER - KIEH - TR Y, JF
HIZESE L7avy) TR L7z,

. IBNTHICIRAT 2881, ETKE TR E LT,

4. VUWEEK (BXVnu~—, EXTv B, WERBEI D A, RIET X KT,
7 T UBRE SRR, A7 adx okl L) ZO0FH L TWAGE, U UIREIEDOR
A% 1 REBLAPNITIRBREE A IR L7275 7,

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

REREIR 5 HAR
ik 52

FHEIE R

Bk

o  HIE Hb fEAERR (%5 18 /) H &5 24 # D ¥ Hb AN 10.0~12.0 g/dL T - 7= FBEF DE|
&)

o  [H1Z Hb fEMERFR (55 46 M S %5 52 I D Hb A2 10.0~12.0 g/dL T - 7= & DE|
A)

o X5 18N B G 24 D14 Hb i

o 546 NG 52 D) Hb fi

o HEHI8HMNOEZEE 24 HMDR—RF A )b Ot Hb L L&

o WHACHEMNGEE 52 HDR—RZF A b DNt Hb B2 L&

o FHIZEHITHHIEHbME (10.0~12.0 g/dL) EREIE

o FMHIZHITDH Hb OG0 HIEH S DZ L&

o EHISEMNOLEE 24O HIEHbE (10.0~12.0 g/dL) Z 7= 3THERA > s OEIE

o HHA4EMNLHEE S2EDOHIEHb E (10.0~12.0 g/dL) Z¥7=FTHERA > FOEE

o HHOMREL Y BG4, IR XTI G &EFEREO 5 Hig b FORERE TO Hb fE EF#E
FE (g/dL/i)

o ~~hrZ7Uv bk (H), #WARIMEK (Ret), £ (Fe), 7=UF, hTFU A7 =V, R
AHE (TIBC), A[IAtE R T A7) L7 Z— (STR), TSAT M OMERIMER~E 7 o
& (CHr)

e QOL 4 (SF-36, EQ-5D-5L, FACT-An)

o AREEIA (H¥0) KOARHIH

|
|

BRI

o ~TIUTUV

ZeMH
o N XYL (IFE, BRI
o HEFEZ

o 12FELLLEM
o [EIRMEME (Hb, Ht, Ret, Fe, 7= UF >, RFA7=V >, TIBC, sTfR, TSAT L\
CHr %#[&<)

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

FEZEROREEQHERE
BRI A DR FE LT 2 50 A EFROREIL, T 3 B THIE LT,
o T : AFWOIFENI BN RV E D
o W AFOFEHIIERH D H D
o HE: HEOIEHMARAREIZRD B D

BERE & DEEMR D HEELE
TRBRHE & OBIEEII LT ORI > THIEL, TB#EH L0 LRy T T SARBED
D1 OWTANTHEE L bOZREM L ER LT,

TRERHE & OB B P A A v

METED AEFRREI L FH G & ORNZRFFRIER S RRBERAH Y £ 1220 E
b HER, MOEARLEIHE - EEERER LICKVBMARTE 256

B H 50 h L AEFERREI L ARG & ORNZRFRIIC 2 S 2 MBBR A & 523, LUFOIHHA
DWFNNITEET D HE

cERE LT, BOHE - EEERECHOERIC L LW S TE 258

s B GRS BT D E ARG

e SABESD D A EFERREI L ARG & ORNZRFRIIIC 2 Y 2B H 2 H 60, UTFD
HRAICHET 256

BB I 0 BREAIE G &0 ERSATERR A2 RS E

< BOHE < R ECCMOIER TITEMAA TE 2V, XIFZN 6T X D WHEMER

EZIL WS

MatFi&
R BER T DARHL

FHE FTREME 2 BB L, MBI T O BMER B 1Sk D ARF O M L OV eI B
DIEMMDE SN DA EcE 1 AR EGH L LT 100 FILL EREfRT D720, Bl b BB LT
160 BIIZFRE LTz,

R R EE
R OIRHTRIGEEN] (FAS) : 1654 1 BIDLEARA L, 1683 5-5a12, A3 55
MEE 25 1 HE THHE Sz i
LEMEMRAT R (SAF) : {RBREEA 1 [mILL LR Lo

=Bk
o I Hb EMERFR (5 18 > H %5 24 1 O 44 Hb A 10.0~12.0 g/dL T - 7= BE D E|
&)

H % Hb fEHERF R R DN 95%E XM (CD & L,
o I Hb EMERFR (5 46 > H %5 52 O 44 Hb A 10.0~12.0 g/dL T - 7= BE D E|

=)

HE Hb EHERFR TV 95% CI 25 H L=,

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

o  FH 18N DLFEG 24 DY) Hb B
BRI R L N 95% CL 3/ H L=,
o IhH 46 O ¥E 52 DY) Hb fE
TR R L N 95% Cl Z &R LT,
o FHI8HMOLIHG 24 WD N—RA T A b DI Hb (B4 L&
BHIREFH L N 95% CL R H L=,
o FHA6HENLIRG 52 MDN—RZF A G O Hb 2L &
TR RN N 95% Cl Z &R LT,
o FMICEKITHHEEHbE (10.0~12.0 g/dL) ERCEIS
B 5 1 LB OKBIZIBN T, HIE Hb EEREIG KON 95% Cl Z#H H Lz,
o KIIZEITD Hb EOKS 0 B S DAL &
R B - R n A By
o HHISHMNDLHG 24 WO HIE HbfE (10.0~12.0 g/dL) {7z T HERA > b OEIE
EZ Hb 2572 THER A > FOFIE K TN95% Cl Z#H H LT,
o HH 46N LHEG 52 HOBIEHbE (10.0~12.0 g/dl) 373 HERA > s OEIE
EHZ Hb il 235 7= T HER A > S OEIE KT 95% Cl #FH Lz,
o L OMRFL Y £ 40, FIERSOIER G EFRERFO S B BV E TO Hb i A3
E (g/dL/i)
R B - Run A By
e Ht Ret, Fe, 7= UF, FFZ7=V >, TIBC, sTfR, TSAT %! CHr
BRI BT 2 BRI R A R L,
e QOL ## (SF-36, EQ-5D-5L, FACT-An)
BRI BT 2 ERIFGEI R A R LT,
o ABEEIG (HH) KOARLHIH
BEHE RO AR LR OFI G 2R Lz, ABEEE, ABEHIE (H) ROEAREDOFEEH
M (H) OBERMFEZRFE MLz,

ek, BE 18O E 24 O Hb fiI%, fEMTHE kM Th 5% 5 18, 20, 22 kY
24 D Hb iz FHWTHEE L, &5 46 B> H&5 52 O Hb E1, @b sigeskizdifit <o 5
Peh 46, 48, 50 KON52 WO Hb fEA2 AW TEH LT,

R ETi

° NS

%E#ﬁ;ﬁ j—égfﬁﬁﬂ‘l‘i%%lﬂj [./7‘:_.0

oy Rk
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HEFELIZOUVT, MedDRA Version 19.0 & FVY, 2B BIKREERI M OFEAGERNZ 2FE L,

5 e oY

2.7.6.34.2 SRER X R
BEOARRUVETRER

196 B BFEEAZBG Lz, 2095, 32 GNIEEMNEE /20, 164 BBz, BED
HLHIZE D 1 FIRBRER GRNCR L & 220, BRSO ESA 5 &IZHE-> T, 70 mg # 100

1 & TY 100 mg Bf 63 BIOF 163 FlIZiRERIE A 5 L= (3£ 2.7.6.34-1),

276
B2 DEHEBRDE LD

% 2.7.6.34- 1 BEOHNREUVEBITENRER (BRIN-HREER)
BA4AH & 70 mg A 46 H 2 100 mg it
(N=100) (N=64) (N=164)
B R 100 (100.0%) 64 (100.0%) 164 (100.0%)
TEERIE N By 5. X 7= o B 100 (100.0%) 63 (98.4%) 163 (99.4%)
SAF® 100 (100.0%) 63 (98.4%) 163 (99.4%)
FAS® 100 (100.0%) 63 (98.4%) 163 (99.4%)

FAS : Ik KON G4EM], SAF : Z2 VLM G 4E M

Source : CL-0312 (5.3.5.2-3) Table 12.1.1.2

BHEkInT- 164 BID 5 5, 126 Bl (76.8%) NikBrase T L, 38 i (23.2%) »akBrz i1k L7,
BOBEENEN TP IEBEEITAEESEL T, 150 9.1%) Thot- (F£2.7.634-2),
SAF L ONFAS 1Z1E 163 5] (99.4%) W& £l (3£2.7.634-1),

£27634-2 HIEFRUPILER (BFEIN-BEBREER)
BR%A & 70 mg BA%A M & 100 mg AEk

(N=100) (N=64) (N=164)
- T 80 (80.0%) 46 (71.9%) 126 (76.8%)
RgRoH L Hk 20 (20.0%) 18 (28.1%) 38 (23.2%)
HERTE T 80 (80.0%) 46 (71.9%) 126 (76.8%)

HEFER 7 (7.0%) 8 (12.5%) 15 (9.1%)

V- 0 2 (3.1%) 2 (1.2%)

e IREE | VRS e EE 0 1 (1.6%) 1 (0.6%)

BEREOR LHIC X 29 IR 4 (4.0%) 5 (7.8%) 9 (5.5%)

TR DAREA BT 1(1.0% 0 1 (0.6%)

Z Ot 8 (8.0%) 2 (3.1%) 10 (6.1%)

a: P OLZE LT,

Source : CL-0312 (5.3.5.2-3) Table 12.1.1.3.2

AOHREHFRFE R UMD E#E(E

FAS &K, BPEIL 98 # (60.1%), ZthlE 65 il (39.9%) T o7z, FndDFEIE (FEAERFZ)
1% 62.8 (11.8) %, KEOVIME (FEAERZ) (35833 (12.78) kg Th-o7-, Tz, MIENTEE
O FEUERZE) ORI 89.69 (78.83) /7 H K Tr66.90 7 H, CKD (Zf¥ 9 & ifn o> fésp
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S A= SV N 2.76
BrOHBEDE LD

B OEHME (B EZE) ROl 98.40 (69.47) 5 H K TX83.60 &7 H, CKD DFEIFEHIK D
SEHE GEYERZE) MOV YE X 215.09 (145.53) 4 H KON 17430 7 H CTHo7=, F72 CKD DJF
PRI, 1BMRERIARE A (39.3%, 64/163 ) K OBEIRIFTERME (33.1%, 54/163 f5) TH-o7- (F
2.7.6.34-3),

T AT T AR
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276
B2 DEHEBRDE LD

% 2.7.6.34-3 AOFETFAFE R UMD EZE(E : FAS
Bf4h A & 70 mg Bf4A A & 100 mg Gt
(N=100) (N=63) (N=163)
el
Bk 61 (61.0%) 37 (58.7%) 98 (60.1%)
otk 39 (39.0%) 26 (41.3%) 65 (39.9%)
il %) [FETBUEE]
n 100 63 163
Mean 61.8 64.3 62.8
SD 12.6 10.4 11.8
Min 28 38 28
Median 62.0 67.0 63.0
Max 91 83 91
Filn 7 —7 %) [FEDUSFE]
<65 58 (58.0%) 28 (44.4%) 86 (52.8%)

> 65

42 (42.0%)

35 (55.6%)

77 (47.2%)

HE (ecm) [l

n 100 63 163
Mean 161.15 161.53 161.30
SD 8.64 9.71 9.04
Min 141.5 141.0 141.0
Median 161.70 163.00 162.30
Max 181.0 180.7 181.0

IR (kg) [FHRIRZRE]

n 100 63 163
Mean 58.46 58.13 58.33
SD 11.90 14.15 12.78
Min 35.2 36.2 35.2
Median 57.95 57.50 57.60
Max 943 108.7 108.7

RE 7 —7 (kg) [ERTHRAR]
<60 56 (56.0%) 41 (65.1%) 97 (59.5%)
> 60 44 (44.0%) 22 (34.9%) 66 (40.5%)

K (kg) (5 08, mikEN%]

n 100 63 163
Mean 58.45 58.19 58.35
SD 11.92 14.17 12.79
Min 35.3 36.1 35.3
Median 57.80 57.70 57.70
Max 94.4 109.2 109.2

RE JN—7 (kg) [F5 08, MmEENT#%]
<60 55 (55.0%) 41 (65.1%) 96 (58.9%)
> 60 45 (45.0%) 22 (34.9%) 67 (41.1%)

BMI (kg/m?®) [FHRTHRARE]

n 100 63 163
Mean 22.36 22.10 22.26
SD 3.46 4.05 3.69
Min 16.0 14.1 14.1
Median 2221 21.25 21.59
Max 342 37.4 374
CKD IZfE 5> B o BIwHIm (FA)
n 72 43 115
Mean 98.46 98.30 98.40
SD 68.73 71.50 69.47
Min 8.1 7.6 7.6
Median 81.70 85.00 83.60
Max 366.3 360.0 366.3
CKD (215 Al D Wik 7 v—>7" (B H)
T AT T AR
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2.7.6

B2 DHEBRDFELD
BA4AH & 70 mg A4 H 2 100 mg &t
(N=100) (N=63) (N=163)
<6 0 0 0
>6to<12 3 (3.0%) 1 (1.6%) 4 (2.5%)
>12t0<36 8 (8.0%) 5(7.9%) 13 (8.0%)
>361t0 <60 10 (10.0%) 7 (11.1%) 17 (10.4%)
> 60 to < 120 31 (31.0%) 19 (30.2%) 50 (30.7%)
> 120 to < 240 16 (16.0%) 9 (14.3%) 25 (15.3%)
> 240 4 (4.0%) 2 (3.2%) 6 (3.7%)
Unknown 28 (28.0%) 20 (31.7%) 48 (29.4%)
CKD D
8 R ER AR 2% 41 (41.0%) 23 (36.5%) 64 (39.3%)
BE IR LB E 29 (29.0%) 25 (39.7%) 54 (33.1%)
PR B AR 1 (1.0%) 0 1 (0.6%)
E2ie® ks 2 (2.0%) 4 (6.3%) 6 (3.7%)
B AR LT 15 (15.0%) 3 (4.8%) 18 (11.0%)
Z DA, 12 (12.0%) 8 (12.7%) 20 (12.3%)
CKD OREFMIM (I H)
n 72 41 113
Mean 211.30 221.73 215.09
SD 142.44 152.38 145.53
Min 9.8 58.0 9.8
Median 172.00 183.80 174.30
Max 631.0 595.5 631.0
CKD ORFEHIM I V—> (B A)
<6 0 0 0
>6to<12 1 (1.0%) 0 1 (0.6%)
>12t0<36 1 (1.0%) 0 1 (0.6%)
>361t0 <60 6 (6.0%) 1 (1.6%) 7 (4.3%)
> 60 to < 120 17 (17.0%) 14 (22.2%) 31 (19.0%)
> 120 to < 240 19 (19.0%) 11 (17.5%) 30 (18.4%)
> 240 28 (28.0%) 15 (23.8%) 43 (26.4%)
Unknown 28 (28.0%) 22 (34.9%) 50 (30.7%)
MEENTE (B A)
n 100 63 163
Mean 87.98 92.42 89.69
SD 73.37 87.34 78.83
Min 3.8 7.0 3.8
Median 66.75 66.90 66.90
Max 359.3 362.4 362.4
MmiEENE v—71 (I H)
<60 46 (46.0%) 29 (46.0%) 75 (46.0%)
> 60 54 (54.0%) 34 (54.0%) 88 (54.0%)
MiEENE S v—72 (I H)
<6 2 (2.0%) 0 2 (1.2%)
>6to<12 5 (5.0%) 4 (6.3%) 9 (5.5%)
>12t0<36 19 (19.0%) 12 (19.0%) 31 (19.0%)
>361t0 <60 20 (20.0%) 13 (20.6%) 33 (20.2%)
> 60 to < 120 28 (28.0%) 19 (30.2%) 47 (28.8%)
> 120 to < 240 20 (20.0%) 10 (15.9%) 30 (18.4%)
> 240 6 (6.0%) 5(7.9%) 11 (6.7%)
hsCRP (nmol/L) [ 45- 038 ]
n 100 63 163
Mean 11.372 15.683 13.038
SD 16.039 29.107 22.043
Min 0.48 0.59 0.48
Median 5.005 5.060 5.040
Max 100.00 163.81 163.81
T AT T AR
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2.7.6

B2 DEHEBRDE LD

BA4AH & 70 mg A4 H 2 100 mg &t
(N=100) (N=63) (N=163)
hsCRP (nmol/L) 7' /v —=7 [#:5 03]
<28.57 89 (89.0%) 55 (87.3%) 144 (88.3%)
>28.57 11 (11.0%) 8 (12.7%) 19 (11.7%)

BMI : {£4&H6%%, CKD : 18VEB I, hsCRP : BEE C MUGHEERH, Max @ FAME, Min : F/IMHE, SD : FEHE(RFZ=
Source : CL-0312 (5.3.5.2-3) Table 12.1.2.1.1

FAS BIKTHON—2F A O Hb fEOEE (BEHERZE) 1%, 1096 (0.57) g/dL Th-o7- (F
2.7.6.34-4),

T AT T AR
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276
B2 DEHEBRDE LD

£27634-4  EWEICETIEEME : FAS
BHlAA FH & 70 mg BHAA A & 100 mg &t
(N=100) (N=63) (N=163)
~_—AF A Hbfl (g/dL)?
n 100 63 163
Mean 10.99 10.91 10.96
SD 0.54 0.61 0.57
Min 9.7 9.9 9.7
Median 11.00 10.90 11.00
Max 12.2 12.3 12.3
~_—ZZ A Hbfl (g/dL)?
<11.0 46 (46.0%) 33 (52.4%) 79 (48.5%)
>11.0 54 (54.0%) 30 (47.6%) 84 (51.5%)
Ht (fraction)
n 100 63 163
Mean 0.3346 0.3398 0.3366
SD 0.0206 0.0277 0.0237
Min 0.286 0.266 0.266
Median 0.3355 0.3400 0.3360
Max 0.382 0.428 0.428
Ret/RBC (fraction)
n 100 63 163
Mean 0.0106 0.0133 0.0116
SD 0.0042 0.0050 0.0047
Min 0.003 0.003 0.003
Median 0.0100 0.0130 0.0120
Max 0.022 0.028 0.028
Fe (umol/L)
n 100 63 163
Mean 13.0 12.2 12.7
SD 4.1 4.5 4.3
Min 6 5 5
Median 12.0 12.0 12.0
Max 24 27 27
7= JF 2 (ng/mL)
n 100 63 163
Mean 109.62 106.21 108.30
SD 76.14 115.86 93.18
Min 12.7 11.1 11.1
Median 93.50 72.60 87.40
Max 444.0 572.0 572.0
7Y F T N—7 (ng/mL)
<100 52 (52.0%) 39 (61.9%) 91 (55.8%)
>100 48 (48.0%) 24 (38.1%) 72 (44.2%)
7271 (g/l)
n 100 63 163
Mean 1.871 1.865 1.869
SD 0.307 0.375 0.333
Min 1.19 1.16 1.16
Median 1.860 1.850 1.860
Max 2.74 2.96 2.96
TIBC (umol/L)
n 100 63 163
Mean 44.6 443 44.5
SD 6.6 7.8 7.1
Min 29 30 29
Median 45.0 43.0 44.0
Max 65 66 66
sTfR (nmol/L)
T AT T ARG
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2.7.6

B2 DEHEBRDE LD

BHAA A 2 70 mg BHAA & 100 mg &t
(N=100) (N=63) (N=163)
n 100 63 163
Mean 20.31 28.20 23.36
SD 7.46 13.70 10.99
Min 9.7 9.6 9.6
Median 19.45 23.50 21.30
Max 50.8 71.3 71.3
TSAT (%)
n 100 63 163
Mean 29.62 28.28 29.10
SD 9.49 11.77 10.42
Min 13.0 8.1 8.1
Median 27.00 25.60 26.60
Max 54.8 71.2 71.2
TSAT 7' /v
(%)
<20 12 (12.0%) 10 (15.9%) 22 (13.5%)
>20 88 (88.0%) 53 (34.1%) 141 (36.5%)
gt
Z = JF> <100 ng/mL 7 TSAT < 20% 9 (9.0%) 7(11.1%) 16 (9.8%)
Z = U F> <100 ng/mL 7> TSAT > 20% 43 (43.0%) 32 (50.8%) 75 (46.0%)
7 = Y F L =100 ng/mL 7D TSAT < 20% 3 (3.0%) 3 (4.8%) 6 (3.7%)
Z = JF> > 100 ng/mL %> TSAT > 20% 45 (45.0%) 21 (33.3%) 66 (40.5%)
CHr (pg)
n 100 63 163
Mean 35.47 34.34 35.03
SD 1.68 2.82 2.25
Min 31.2 22.5 22.5
Median 35.50 35.00 35.10
Max 39.7 38.1 39.7

CHr : fRIMER~E o &&, Fe: 8 Hb: ~E/ b, Ht:~~ ;27U v b, Max: H&KE, Min: &)
i, Ret: MAFRIMEL, RBC : FRIMER, SD : HE¥EFZE, sTR: AAME NS v 27 = v L% —, TIBC : 8k

BHE, TSAT : FF 27 = U AafnEE

a:X—RF A HbfEIE, 3EHE L HbfE (BREFIELTO 2 BEOEG 0O 1[[]) OFEEER LT,

Source : CL-0312 (5.3.5.2-3) Table 12.1.2.2

SAF &K T, £ TDOBRENENAEIED ESA D52 513 T =, BIEHEED ESA 1%, 2K T,
tHUEPO (42.9%), XV _AKE=F T V7 7 (282%) L OTRTF o _R—H_F)L (28.8%) Th -
72o tHUEPO, ZN_RZF TN T 7 LR F o _= I RV EROEEE (FEHEFZE)
X, FHZH3891.96 (2537.65) TU/E, 19.65 (13.15) pg/il} 08 106.01 (80.60) pg/4 i TH -7,
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S A= SV N 2.76
BrOHBEDE LD

2.7.6.34.3 ARENDRSE

SAF TOwFxH7F 2 2% v MEGEHIHOTFE EERA) 1%, BHiAHE 70 mg #, 100 mg #f
FLOEIRT, 2 313.6 (96.4) H, 290.3 (124.9) H}R 3046 (108.5) HTHY, {RBRED
ARSEESF ROV (FEHERZE) 13, £ 98.56 (4.12) %, 98.04 (4.91) %K% TN 98.36 (4.43) %
Thoto (£27.634-5),

F7o, BE5 2 BEFSCTORMA 1 BIHZY OaxHT 2 A% v MEGROFHE FELERZE) 13,
B 46 FH 2 70 mg B, 100 mg B & VKT, 1 271162.9(38.6) mg, 93.9 (44.0) mg }2 (X 73.8 (43.0) mg,
B 50 B TIEFNEI 649 (44.0) mg, 882 (39.2) mg LUN74.1 (43.6) mg TH o7z, &
522 WRE R & 5 50 HRF S O G BICRE REBEWVIIA LN hoTz, 7eds, IR 1EIGZY O
OXYT 2 AZ v hORKEGEE, BE 168585 34 BOHIMICEIT S 250 mg TH -7,

T AT T AR
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BExDOREBOELDH
+276.34-5 GRERFEODIRE : SAF
Bi46 A & 70 mg Bf4A A & 100 mg &t
(N=100) (N=63) (N=163)
WEEEMIM (A) °
n 100 63 163
Mean 313.6 290.3 304.6
SD 96.4 124.9 108.5
Min 3 3 3
Median 362.0 362.0 362.0
Max 363 362 363
BELM =) (A) ®
<29 (4 M) 5 (5.0%) 4 (6.3%) 9 (5.5%)
>29 (4 [#) to<57 (8 M) 2 (2.0%) 3 (4.8%) 5(3.1%)
>57 (8HH) to<85 (12 M) 0 2 (3.2%) 2 (1.2%)
>85 (1238[]) to<113 (16 ) 0 2 (3.2%) 2 (1.2%)
> 113 (16 #[FE) to< 141 (20 #[HE) 0 1 (1.6%) 1 (0.6%)
>141 (20 B to<169 (24 ) 1 (1.0%) 2 (3.2%) 3 (1.8%)
>169 (24 HM) to<197 (28 #[H) 0 0 0
>197 (28 M) to<225 (32 M) 10 (10.0%) 1 (1.6%) 11 (6.7%)
>225 (32 M) to<253 (36 #HH) 2 (2.0%) 1 (1.6%) 3 (1.8%)
>253 (36 M) to<281 (40 FR) 2 (2.0%) 1(1.6%) 3 (1.8%)
>281 (40 ) to<309 (44 ) 3 (3.0%) 0 3 (1.8%)
>309 (44 HR) to<337 (48 H[H) 1 (1.0%) 1 (1.6%) 2 (1.2%)
>337 (48 M) to <365 (52 FM) 74 (74.0%) 45 (71.4%) 119 (73.0%)
>365 (52 #M) 0 0 0
JREEESFE (%)
n 100 63 163
Mean 98.56 98.04 98.36
SD 4.12 491 443
Min 65.2 66.7 65.2
Median 100.00 100.00 100.00
Max 100.0 100.0 100.0
JREGESFE T Y (%)
<50 0 0 0
>50to<75 1 (1.0%) 1 (1.6%) 2 (1.2%)
>75to <90 1(1.0%) 3 (4.8%) 4 (2.5%)
>90 98 (98.0%) 59 (93.7%) 157 (96.3%)
EN 0 0 0

Max : S KfE, Min : fx/ME, SD : #E¥ERA

a: BREEHIMIT (R&REGA - MIERG-A) +1 &ER LT

Source : CL-0312 (5.3.5.2-3) Table 12.2.1.1

BXYTF 2 RLy MESGEOERRR (BE LR OVHE (EERZ) 1, BnAE
70 mg B, 100 mg L OEIRT, £ 55 (2.7) 1, 5.5 (3.0) BERO55 (2.8) HITHY,
BRI O (EERFEZE) X, Zheh 2.5 (1.5 [\, 2.6 (1.7) BEO2.5 (1.6) [, JHE
D (R ) X, 224 3.0 (1.8) 7], 2.9 (1.8) FI&LWN3.0 (1.8) EITH-7- (F

2.7.6.34-6)
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276
B2 DEHEBRDE LD

* 2.7.6.34-6 ARBREREENZEERE - SAF
BiGHE T0mg | BRAAHIE 100 mg aF
(N=100) (N=63) (N=163)
REXYF 2 AS v MEGROEERS (BF L oK)
R 100 63 163
Mean 5.5 5.5 5.5
D 2.7 3.0 2.8
Min 0 0 X
Median 6.0 6.0 6.0
Max 11 12 L2
DX YT 2 AK v NMEGBERORERI (BE 2L o)
. 100 63 163
Mean 2.5 2.6 22
D 1.5 1.7 1.6
Min 0 0 :
Median 3.0 2.0 3.0
Max 6 ! ’
O YT 2 AKXy MEGEORER (BE 2L ol
. 100 63 163
Mean 3.0 2.9 3.0
D 18 1.8 1.8
Min 0 0 ;
Median 3.0 3.0 3.0
Max 7 6 !

Max : e KfE, Min @ fz/ME, SD : £R7E{RE

a: BRBUIMIT RikkbGA - MIERG-H) +1 SEFRLT,

Source : CL-0312 (5.3.5.2-3) Table 12.2.1.3

2.7.6.34.4 H&hiE

H1Z Hb {E#iFER (k5 18 BH Li%5 24 ANDFH Hb fEH 10.0~12.0g/dL THH-EED

=)

FAS &R TO 5 18 #HH &5 24 O HIE Hb fEHERF R (95% CI) 1%, 79.1% (72.1%, 85.1%)

Tholz (382.7.634-7),

T AT T AR
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3 2.7.6.34-7

Ho-FEEDEE) : FAS

2.7.6

B2 DEHEBRDE LD

BiE Hb {EHFE (5 18 @M 5’5 24 BADFH Hb {EA 10.0~12.0 g/dL T

BHAA A 2 70 mg
(N=100)

BA%G A= 100 mg
(N=63)

aF

(N=163)

$e 5. 18 WP 5 24 WD) Hb B (g/dL)

H A% Hb [EA AR L7285

83 (83.0%)

46 (73.0%)

129 (79.1%)

HEFR R D 95% CI°

(74.2%, 89.8%)

(60.3%, 83.4%)

(72.1%, 85.1%)

Cl: {EHEXM, Hb: ~E/ ot

a: #5518 M S 24 W O-Y) Hb fEA 10.0~12.0 g¢/dL & EF% L7,

b : Clopper-Pearson %

B 518 2 D% 5 24 O Hb fEIE, FENTSISREEHIR CH 25518, 20, 22 KT 24D Hb iz AWVTH

L7,
HEFFRIZBE T 2 BT,
Source : CL-0312 (5.3.5.2-3) Table 12.3.1.1.1

FAS OFEEH L LTz,

F7, 5 18 W HEE 24 I Ho fEn3 D72 < &b 1 [FILL ERIE & 1v7z B3SO HAZ Hb ik Rr
R (95%CD 1%, 87.2% (80.7%,92.1%) To-7= (F 2.7.6.34-8),

< 2.7.6.34- 8

Hb EADG < EH 1 EUERESN-EZEDBE Hb [EffFE (1R5 18 @h

515 24 BOFH Hb fEA 10.0~12.0 g/dL TH->=BEDEIL) : FAS

BH 4 & 70 mg
(N=100)

Bf A FH i 100 mg
(N=63)

At
(N=163)

Beh5 18 5 5- 24 O Hb i (g/dL)

H A% Hb [EA AR L7285

83/94 (88.3%)

46/54 (85.2%)

129/148 (87.2%)

HEERR D 95% CI1°

(80.0%, 94.0%)

(72.9%, 93.4%)

(80.7%, 92.1%)

Cl: E#EIX[M, Hb: ~EZrbE Y

a: #5518 M5 24 W O-Y) Hb fEA 10.0~12.0 g¢/dL & EF% L7,

b : Clopper-Pearson £

BeH 8 B RG24 T O-H) Hb 1Y, MRATRISRBEHITH 2% 518, 20, 22 KU 24 @ Hb fE% W TH

L7z,

MERFRICBET 2 REUT, 5 18 2B 55 24 I O35 Hb O R HITHA L2 JEE D & 2 EF K L LTz,

Source : CL-0312 (5.3.5.2-3) Table 12.3.1.1.2

B4Z Ho fEMER (135 46 8H 5125 52 BOFH Hb A% 10.0~12.0 g/dL THo1-BED

=)

FAS 2K TO¥EE- 46 )55 52 F O HEE Hb AR (95% CD 1%, 71.2% (63.6%, 78.0%)

Tholz (382.7.6.34-9),
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2.7.6

B2 DEHEBRDE LD

% 2.7.6.34-9 BiZE Hb B FE (k5 46 BN 5155 52 BN FH Hb {EAY 10.0~12.0g/dL T
Ho-EEDEE) : FAS
BAAE A B 70 mg | BHARH & 100 mg HEr
(N=100) (N=63) (N=163)
Beh 46 W5 B 52 IO Ho i (g/dL)
FAE Hb B &l Lo B4 74 (74.0%) 42 (66.7%) 116 (71.2%)

HEER R 95% CI°

(64.3%, 82.3%)

(53.7%, 78.0%)

(63.6%, 78.0%)

Cl: {E#EIX[M, Hb: ~EZmrbE Y

a: B5 46 WH B E 52 O ) Hb {6728 10.0~12.0 g/dL & EF#E LT,

b : Clopper-Pearson %

Beh 46 B EEG 52 O] Hb i, fRATSISRBEHICH 2% 5 46, 48, 50 KON 52 D Hb % W TH

HL7=,

HEFFRICB+ 5 30 %, FAS OBEH L L1,

Source : CL-0312 (5.3.5.2-3) Table 12.3.2.1.1

F72, %5 46 B &5 52 I Ho fl23 72 < &6 1 [RILLERIE &7 B3 o B Hb fEikEF
H(95%CD 1X, 90.6% (84.2%,95.1%) Toh-7- (F2.7.6.34-10),

# 2.7.6.34- 10

Hb EADG < EH 1 EUERESN-EZEDBF Hb [EffFE (RS 46 Bh

55 52 DT Hb fEA 10.0~12.0 g/dL TH--BENDEIA) : FAS

Bi4k H & 70 mg
(N=100)

BA 46 FH & 100 mg
(N=63)

At
(N=163)

P 5. 46 W) P H 52 WO Hb B (g/dL)

H % Hb B 2#EFF L 72 BB

74/81 (91.4%)

42/47 (89.4%)

116/128 (90.6%)

HEFR R D 95% CI°

(83.0%, 96.5%)

(76.9%, 96.5%)

(84.2%, 95.1%)

Cl: {EHEXM, Hb: ~EZ ot

a: 5 46 A S B 52 O Hb A3 10.0~12.0 /dL & EFE LT,

b : Clopper-Pearson %

B 546 D> G 52 WO Hb 1L, MHTxIgekBEgifcd 5485 46, 48, 50 KON 52 # O Hb iz AV CHE

L7,

HMEFFSRICBIT 2 R0, 85 46 BB H G 52 MOV Hb [EORHICHER L-JIEMO & 2 Btk L L,

Source : CL-0312 (5.3.5.2-3) Table 12.3.2.1.2

#B5 18 @I 51%5 24 BOFEY Hb fE
Jal

FAS 2R TOHK 5 18 HH 5% 5 24 O 44 Hb L0 FHE (FEHERFZE) 1%, 10.93 (0.69) g/dL

Thol- (£2.7634-11),

T AT T AR
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#276.34-11 #5118 EMNSERE 24 BDF Hb fE : FAS
BH4GH B 70 mg B 1A FH & 100 mg At
(N=100) (N=63) (N=163)
B 5 18 5 F 5 24 F O Hb i (g/dL)
n 94 54 148
Mean 10.91 10.96 10.93
SD 0.68 0.72 0.69
Min 8.5 9.3 8.5
Median 10.90 10.80 10.90
Max 12.6 13.1 13.1
95% CI (10.77, 11.05) (10.77, 11.16) (10.82, 11.04)

Cl: B8 X[E, Hb: ~EZ/m by, Max: HNfE, Min: /IMHE, SD : fEHE R

Bh 18 W65 24
I—Ju:'ll/f;o

Source : CL-0312 (5.3.5.2-3) Table 12.3.1.2

#B5 46 BH 5% 5 52 BOFEY Hb fE

FAS 2K TO¥E- 46 i
Thotz (£2.76.34-12),

7 5 $¢ G- 52 38 O -14) Hb fE O SF-E

i O] Hb fl1E, AT KBTI Ch % 518, 20, 22 KT 2438

(FRYERZE) 1%

[ > Hb fiti 2 VTR

, 11.11 (0.67) g/dL

#27.6.34-12 &5 46 BH 53%5 52 BOF1Y Hob fE : FAS
B %A H & 70 mg B 4AH & 100 mg aEt
(N=100) (N=63) (N=163)
5 46 B HF G 52 & (g/dL)
n 81 47 128
Mean 11.22 10.91 11.11
SD 0.63 0.70 0.67
Min 9.8 8.7 8.7
Median 11.30 10.90 11.15
Max 12.8 12.5 12.8
95% CI (11.08, 11.36) (10.71, 11.12) (10.99, 11.22)

Cl: {E#EIX[, Hb: ~E/ m by, Max: IAME, Min: fix/ME, SD : fE¥ERFZ=E

BhH 46 B %5 52
I—Ju:'ll/f;o

Source : CL-0312 (5.3.5.2-3) Table 12.3.2.2

BE5 18 BN IRE 24 BEOR—X 54 UL DFEY Hb EXELE

FAS &K Tk 5 18

T AT T AR

H O] Hb i, AT CH 5% 5 46, 48, 50 KON 52 @ Hb iz W TH

BN SEEE 24 BOR—ZF A 5O Hb [EE V& ONELE  (FEYE
7)) 1%, —0.03 (0.90) g/dL THh-o7= (3 2.7.6.34-13),
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#+276.34-13 H518BENLES24BDR—XZ4 UM bDFH Hb fEEILE : FAS

BH4GH B 70 mg B 1A FH & 100 mg At
(N=100) (N=63) (N=163)
518l DG 24 BOX—2F 4 6O Hb fEELE (g/dL)

n 94 54 148
Mean —0.11 0.10 —0.03
SD 0.89 0.89 0.90
Min 32 -1.9 32
Median —0.20 0.25 0.00
Max 1.7 1.9 1.9
95% CI (—0.29, 0.08) (=0.14, 0.34) (=0.18,0.11)

Cl: B8 X[E, Hb: ~EZ/m by, Max: HNfE, Min: /IMHE, SD : fEHE R

Bh 18 W65 24
I—Ju:'ll/f;o

Source : CL-0312 (5.3.5.2-3) Table 12.3.1.3.1

H O Hb fE1E, fFATet Gkl TH 2% 5- 18, 20, 22 KUY 24 #H

BE5 46 BHIHEE52BDR—XS5A4 UMD FEH Hb ELELE

FAS &K TOHK 5 46 i
fM72) 1%, 0.12 (0.83) g/dL Th -7z (5 2.7.6.34-14),

W B 52 1

[ > Hb fiti 2 VTR

DN—=A T A S DON-15 Hb fEZAL B OV HfE (FRYE

+£276.34-14 HBEL6EAHISEESRBAOR—ASA4UNLDOFEY Hb {EZXIEE : FAS

B %A H & 70 mg B 4AH & 100 mg aEt
(N=100) (N=63) (N=163)
Beh a6 WG 52 ONR—RF A b O] Hb EA L& (g/dL)

n 81 47 128
Mean 0.19 0.01 0.12
SD 0.75 0.94 0.83
Min -1.8 -2.6 -2.6
Median 0.20 0.00 0.10
Max 2.0 1.7 2.0
95% CI (0.02, 0.35) (-0.26, 0.29) (-0.02, 0.27)

Cl: {E#EIX[, Hb: ~E/ m by, Max: IAME, Min: fix/ME, SD : fE¥ERFZ=E

BhH 46 B %5 52
I—Ju:'ll/f;o

Source : CL-0312 (5.3.5.2-3) Table 12.3.2.3.1

#5188 B o5 24 BEMOBE Hb {E

H O] Hb i, AT CH 5% 5 46, 48, 50 KON 52 @ Hb iz W TH

(10.0~12.0 g/dL) ZiEf-FRIERA > FDEIE

FAS KT, 5 18 L5 24 O HEE Hb i (10.0~12.0 g/dL) Z 7= HERA > hD

IS OFHME (BEEFEZE) 1%, 82.09% (27.82%) Th -7~ (F2.7.6.34-15),

T AT T AR
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£ 276.34-15 #5188 @ANSES 24 BMOEEHb{E (10.0~12.0g/dL) ZiE=dRIERA >
kDEIE : FAS
B %A H & 70 mg B 4AH & 100 mg aEt
(N=100) (N=63) (N=163)

B 18 /55 24 o FEE Hb 54 T =T HER A o R OEE (%)

n 94 54 148

Mean 81.91 82.41 82.09

SD 28.26 2731 27.82

Min 0.0 0.0 0.0

Median 100.0 100.0 100.0

Max 100 100 100

95% CI (76.13, 87.70) (74.95, 89.86) (77.57, 86.61)
Cl: {SHEXMH, Hb: ~EZ BBy, Max: RAME, Min: f/ME, SD : EHER%E
B b 18 WA B G- 24 DL Hb I, AT GORBEHIE Coh 285 18, 20, 22 K Tr24 D Hb fH % AV TH
I—Ju:'l ]\/71;0

Source : CL-0312 (5.3.5.2-3) Table 12.3.5

B5 46 B o552 BAMBEEZE HL E
FAS &K T, &5 46 B 5552

1o HAZE Hb {8

(10.0~12.0 g/dL) ZiEf=FBIERAS > FDEIE
(10.0~12.0 g/dL) Ziwi7=FHIERA > D

EIHOEHE (R 1%, 85.35% (25.52%) TH-o7- (£ 2.7.6.34- 16),
& 276.34-16 1546 BNSIES 52 EAMOEZEHb{E (10.0~12.0g/dL) Zi#E=FRIERA >
FDEIE : FAS
BH4GH B 70 mg B 1A FH & 100 mg At
(N=100) (N=63) (N=163)

L5 46 0 b5 52 o B Hb B2 7= TMER A > FOEE (%)

n 81 47 128

Mean 83.95 87.77 85.35

SD 24.99 26.52 25.52

Min 0.0 0.0 0.0

Median 100.0 100.0 100.0

Max 100 100 100

95% CI (78.43, 89.48) (79.98, 95.55) (80.89, 89.82)
Cl: {ZMEKRE, Hb: ~EZ By, Max: ekfl, Min: f/ME, SD : fEHfRE
Beh 46 G 52 I O] Hb 1Y, FENTH kBl ©H 5% 5 46, 48, 50 KON 52 @ Hb % AW CTH
HL7,

Source : CL-0312 (5.3.5.2-3) Table 12.3.6

ZEIZEITHEZEHb E
FAS &K, HIZ Hb A
TRORXETFT LoD, #5120

2.7.634-17 L OV 2.7.6.34- 1),

(10.0~12.0 g/dL) 3
(10.0~12.0 g/dL) % ik L7z &

W ER L, 20%ITEK

T AT T AR

ERES

G

X, BEHE1THEMNSEES 108E

KGR E TR —ETh o7 (F
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=) N
FHTF o2y h
=
276.34-17 %A
= b {5 (10.0~1 @Eﬁ%ﬁo)iég
0~120
] 0g/dL) ER
G (R i 1 ) EREIE
B Eﬁiﬁlﬁf%ﬁi Ui <N:103° mg | BAA 5 FAS
5238 H DHbué? 95% CI® REEC Hb Levels ) &M & 100 mg
# EEE%JA%EW B 85198 (86.7% (N=63) e
E‘ 3 \Fé‘:] BED (=) D 959 Lu_»%‘i& a (7840 . 0) i 5
pUs) i*ﬁ— Hb 1@%‘£E§Ib 229 %, 92,7%) 50/62 (80.6 (N7163)
R EERK 8 .6%
541 BREIE D 959 L7 (74.8° (83.7%) (68.6%, 89 00) 135
R not S Do k) o0 eme T /160 (84.4%)
S s / 70 79 7. =2
56 EREIG D R L7- B @3 97 (88.7%) (64.0%, 8 7%) 12 8%, 89.6%)
618 H 1= Hb 1@;5% cr® % 70.6%, 94.2%) 42/59 (’7 6.6%) (78/158 (81.0%)
N - ‘$ S 1/ L /0 1.29 4. 0%
BEE 8 R EIS D SERR LT B © 94 (75.5%) (57.9%, 8 %) 12 0%, 86.8%)
8 H 1% Hb fi ;5]%% cr® e 75.6%’ 83.8%) 46/60 (’762'2%) (78/156 (82.1%)
FERRE G B L 7= 1/94 (75.59 : (64 7%) 5.1%, 87 o
&’ﬂ_“ 10 j@ E 13? }i;{ggs% Clb ;u;p%i& a (656% 83 81;)) 43/(5);/0(3 866%) 117/154 (76?)03)
FIEE Hb fif 2 FEpk 74/94 (78" d 72. (68 0%)
12 e 08T Lomys | 4%, 82.5%)
L @;5% cr = 79'1%’ 86.5%) 40/58 (’693'6%) (64/153 (74.5%)
e S 4/ =70 .09 6. = 20
?-XL‘@ . éﬁk%’]é\@ LE&: bf:‘%% (7 92 (80.4%) (55.5%, 8 /O) 11 8%, 81.2%)
14 31 H 1;/% Hb 1@;5% CIb iﬁ a 709%’ 38 00/) 35/57 (’6 05%) (64/152 (75 O(y)
s o 093 84.9%%) 1.4 7. 0%
#5163 R G O HE LT G 03 (84.9/6) (47.6%, 7 o 10 3%, 81.7%)
6 | HD @;5]%% crP e 86.0%, 91.5%) 44/54 (’8 4.0%) (69/149 (73.2%)
I SEpb 2/ 070 1.59 5. 270
W5 183 ERES O R UT-BEE g 93 (88.2%) (68.6%, 9 /o) 5 3%, 80.1%)
18 B Hb 1@;5% cr® ¥ 2 79.8%’ 93.9%) A4/54 (’8 0.7%) (73/147 (83.7%)
=37 EERK 7/ 70 1.59 6. L0
&5_ N éﬁk%’]é}@ LE&: Lf:‘%% (7 93 (828%) (686% 9 /O) 12 7%’ 893%)
o0m LMD 1@55% cr = 73'6%’ 89.8%) 41/53 (’770'7%) (76/147 (85.7%)
et e 7/ 070 4 9. e
W5 223 FERRE A D R LT R a 93 (82.8%) (63.8%, 8 ) T 0%, 90.9%)
nw R S - 2o BN 39153 (’737'7%) (78/146 (80.8%)
S EERR 9/ 070 .69 3. 670
&5. . éﬁk%ﬂé\a) E‘Z Lf:‘%%, (7 94 (840%) (597% 8 /0) 11 5%5 869%)
24 % Hb 1@;5% cre K 2 85,0%’ 90.8%) 44/53 (’834.7%) (76/146 (79.5%)
N . \$ ~ 0/ . (1] .00 2 h ()
Wk 26 A D FERR LT B a 92 (87.0%) (70.2%, 9 %) (2.0%.85.7%
26 HF Hb 1@;5% cr® %5 @ 78,3%’ 93.1%) 43/52 (’821.9%) (73/147 (83.7%)
ey s 0/ 70 79 6. 170
B 08 ) HERREIA O Ak LTS © 92 (76.1%) (69.7%, 9 %) | 12 7%, 89.3%)
28 A B Hb 1[E;S% cI® 52 76.1%’ 84.4%) 45/51 (’881.8%) (73/144 (85.4%)
N x % - 6/ a7 20 8. 470
#1530 e O e 6%, 50.7%)
30 A = Hb ;5% cIb %5 @ 74,3%’ 90.5%) 42/49 (’855.6%) (75/143 (80.4%)
> - 3 N 3 270 . 3 -T70
&Iq—; . J%Ek%]/a\@ ]%E&: bf:‘%% (6 /92 (793%) (728% 9 7%) 11 .0%’ 866%)
3y | PERHD @%95% cr® e 79.6%, 87.1%) 43/50 (’864.1%) (78/140 (84.3%)
Sl Sl 5 1% o = 3%
¥ hH 34 ; ERE & O K L7 A (7 90 (80.0%) (73.3%, 94 %) 11 2%, 89.9%)
3438 | Hb i el . 70204, 87.7%) 47551 (92 e (76/142 (81.7%)
~ S \$ S 2/ : 0 .20 4 M 0
5 363 BEREIG O 2Rk L7 B E S & 87 (82.8%) (81.1%, 9 /o) 11 3%, 87.7%)
365 | Hb 1[15;5% cr® S 63'2%, 90.0%) 43/50 (’867'8%) (79/141 (34.4%)
permprs i 6/ 270 .09 7. 27
&Iq—; . J%Ek%]/a\@ LE&: bf:‘%% (6 85 (776%) (733% 9 /0) 11 3%’ 900%)
38 14 H % Hb @;5% CI® e 77.3%, 86.0%) 38/50 (’764-2%) (75/137 (83.9%)
Sz pb S 5/ s .09 6. 770
B 5 40 ERE & O K L 7oA 8 84 (89.3%) (61.8%, 8 %) 10 7%, 89.7%)
0 B Hb (& ;5% cI® He e 60.6%’ 95.0%) 40/49 (’8 6.9%) (64/135 (77.0%)
< S \$ S 9/ . () 160 9 . o
?-XL‘@ N éﬁk%’]é\@ LE&: L/f:‘%% (7 82 (84]%) (680% 9 /0) 11 0%’ 838%)
42 8 H 1= Hb 1@ ;5% CIb iﬂ( a 644%’ 91 30/) 43/48 (’8912%) (75/133 (86 5<y)
R E R 0/83 (83.1 . 6%) 9.5%. 914 0
5 ERRE A O L7 s 3.1%) (77.3% 6, 91.8%
sm OB 5% CI® e (73.3%, 90.5% %, 96.5% 112/130 °
g | BERHb fE%) o Cl 6, 90.59 40/4 0) (86.29
125 46 8 EEJ‘Z%JAE% S L7 R 68/81 (84,00//0) (69 85/(83 3%) (79.0%, 91 6;’ )
i HE Hb:.{ﬁ ;5% o BER (74.1%, 91 2{;)) 41/'490(,892,5%) 109/131 (83' 2(;)
! Hb I % 7K 64/30 (80.( ° 3.7% (75.79 2%)
L IRER o5 5.1 o RN o P
Y 88.1%) 42/48 (87.59 K (76 (83.8%)
79 (83.5% (7 :5%) 4%, 8
.5%) 4.8%, 95.3% 106/12 , 89.7%)
40/46 3%) 8 (82.8%
(87.0% (75.1% 0)
0) 0, 88.9%
106/125 (84' )
.8%)

T AT
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SRR 2.7.6
B2 DHEBRDFELD
BAtAH & 70 mg | BA4AH & 100 mg aFt
(N=100) (N=63) (N=163)

ERREIE D 95% CI° (73.5%, 90.9%) (73.7%, 95.1%) (77.3%, 90.6%)

315 43 HEE Hb fE Ak L2 B 70/81 (86.4%) 40/46 (87.0%) 110/127 (86.6%)

EEREIE D 95% CI° (77.0%, 93.0%) (73.7%, 95.1%) (79.4%, 92.0%)

5 5058 FAZ Hb & Ak L7 B 65/80 (81.3%) 40/46 (87.0%) 105/126 (83.3%)

TERLEIA D 95% CI° (71.0%, 89.1%) (73.7%, 95.1%) (75.7%, 89.4%)

W5 5238 F A% Hb A2k Lo g” 66/78 (84.6%) 42/46 (91.3%) 108/124 (87.1%)

BERREIE D 95% CI° (74.7%, 91.8%) (79.2%, 97.6%) (79.9%, 92.4%)

R HEE Hb fE Ak L7 B 82/100 (82.0%) 55/63 (87.3%) 137/163 (84.0%)

FEREIS D 95% CI°

(73.1%, 89.0%)

(76.5%, 94.4%)

(77.5%, 89.3%)

CI: Z4EX[E, Hb: ~E/m b

a: HbEZS 10.0~12.0 g/dL & EFE L 7=,
b : Clopper-Pearson %

Source : CL-0312 (5.3.5.2-3) Table 12.3.3

T AT T ARUER
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B¥YT 2 AH b

2.7.6

BROHEBRDEED

v Giil N =3 | A N o/ 4= .
¥ 2.7.6.34- 1 B Hb{E (10.0~12.0 g/dL) FERKEIERU 95%EFERMEDO FO v + : FAS
1.0 -
= 4
2 .
= 0.9 N L L
% ] _ 1~ N SN < — |- "
& b - - < i - / //\ S e - +
£ - S [ SN[ | = 1%
s 0.8 — L + . S OTH L “\ P
-} . - ; NG N -V/
© . e / ~
3 . =~ / ~|L7
2 ¥ ‘
S - (. /
< 0.7 ~ /
° | /
B ANV,
4 ~_ |y
b n N
e 7 v
2 06—
& 4
E
= 4
ER :
g os . & - & - & Starting 70 mg
& 7] &~ —® —® Starting 100 mg
£ ] + —+— —+ Total
0.4 —
- N e o 0 < ~ st o 3 = =~ < o 0 < =~ < o = =3 = = o «® < ~ =
24 24 o4 o4 4 a4 - - — - - ~ ~ ~ ~ ~ o ~ ~ o~ o~ - - - - - v v o
CARCERC IR 3 H e - 2 e e - 2 2 e - 2 2 e e - ] ] - 2 e e - =
2B 2 B = = S S S 3 S S S 3 S S S S 3 S S S S S S 3 S S
B = z z z 3 z z z 3 z z z 2 = z 2 = z z z 3
Analysis Visit
Number of subjects
Starting70mg 98 98 97 94 94 94 92 93 93 93 93 94 92 92 o1 92 90 87 85 84 82 83 81 80 79 81 80 78 100
Starting 100mg 62 60 59 60 59 58 57 54 54 53 53 53 52 51 49 50 51 50 50 49 48 48 49 48 46 46 46 46 63
Total 160 158 156 154 153 152 149 147 147 146 146 147 144 143 140 142 141 137 135 133 130 131 130 128 125 127 126 124 163

EOT : &5, Hb: ~E/m by
Source : CL-0312 (5.3.5.2-3) Figure 12.3.1.2

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

B’EO0ERL YIRS 48, PIERX(ERSEH
E (g/dL/3E)

FAS "TO Hb i EAEEOFI9ME (FRUERZS) 13, DA & 70 mg B, 100 mg #E N UK T,
ZNZH 0.078 (0.221) g/dL/#E, 0.118 (0.338) g/dL/#H J T 0.094 (0.267) g/dL/BHTH -7 (&
2.7.6.34-18),

F 72, Hb i EHEEMN 0.5 g/dL/# % Elal- 7= EBEF OEIE1L, BltEH & 70 mg £, 100 mg #E & Y
EIRT, ThLHL 3.0% (3/100 B1), 6.3% (4/63 H1l) KT 4.3% (7/163 Bi) TH -7z (% 2.7.6.34-19)

BEROS>LbRLEVERETO Hb {[ELFE

% 27.6.34-18 Hb{ELEFEE : FAS

B %A H & 70 mg B4 H & 100 mg aEt
(N=100) (N=63) (N=163)
Hb i FHEE (g/dL/E) °

n 100 63 163
Mean 0.078 0.118 0.094
SD 0.211 0.338 0.267
Min —0.44 —0.89 —0.89
Median 0.070 0.090 0.070
Max 0.72 1.50 1.50

Hb: ~EZ B EY, Max: HxAfE, Min: f/IMHE, SD : EERA
a: BHOBEKFL VBG4, IER IR EHEEREO 5 bl b BV E TO Hb ff EHEHE (g/dL/H)
Source : CL-0312 (5.3.5.2-3) Table 12.3.11.1

% 276.34-19 Hb{ELFEEHTIY : FAS
B4 A & 70 mg Bf4A A & 100 mg Gt
(N=100) (N=63) (N=163)
Hb il FH#E (gidLiE) °
<0.1 58 (58.0%) 32 (50.8%) 90 (55.2%)
>0.1t0<0.2 17 (17.0%) 12 (19.0%) 29 (17.8%)
>0.210<0.3 12 (12.0%) 10 (15.9%) 22 (13.5%)
>03t0<0.4 8 (8.0%) 2 (3.2%) 10 (6.1%)
>0.4t0<0.5 2 (2.0%) 3 (4.8%) 5(3.1%)
>0.5 3 (3.0%) 4 (6.3%) 7 (4.3%)

Hb: ~EJ7 ot
a: 5 0EMREL V&G 438, FIEREIEG EREEEO 5 b b BV E TO Hb E EAEE (g/dLiiE)

Source : CL-0312 (5.3.5.2-3) Table 12.3.11.2

FHEIZE TS Ho EDHRE 0 BN DELLE

FAS 2K TOYH) Hb |

2.7.6.34-2),

T AT T AR

TOWT, ARl M Ot GRFICR & B bida o e~ 72 (K
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B¥YT 2 AH b

2.7.6.34- 2

Hb {E (g/dL) DFHERVZERZEZDTOY + : FAS

2.7.6

BROHEBRDEED

14—
; - - - - & Starting 70 mg
8- —® —® Starting 100 mg
13— + + Total
12 10 1 T 1 .
11: "/__-i’_‘ ) Ay
: ] AT N - *
3 ] L
g - ) ) ) |
210 ! .
Y ]
B ]
g ]
3 ]
o 9
8 |
7
6 —]
Q O S =~ ™ ™M T -] -] = ~ st o ] = «~ - o 0 I ~ - o 3 =3 aQ = -3 «® < ~ =
3 P VIR ERV IRV IRV v 1 1 - - - - a ~N ~N a a - ) ) - ) - - - < < by Pl )
A 8 838 38 8 H H ] ] 5 % % % 5 % % ] g % % % 5 % % % 5 % % % =
B B 3 3 3 3 3 o o o ol o o o o o o o o o ol o o o ol o ol o o
= = 2 B = = 2 B = = 2 B 2 B 2 B = = 2 B B =
Analysis Visit
Number of subjects
Starting 70 mg 100 100 100 98 98 97 94 94 94 92 93 93 93 93 94 92 92 91 92 20 87 85 34 82 83 81 80 79 81 80 78 100
Starting 100 mg 63 63 63 62 60 59 60 59 58 57 54 54 53 53 53 52 51 49 50 51 50 50 49 48 48 49 48 46 46 46 46 63
Total 163 163 163160158156154 153 152 149 147 147 146 146 147 144 143 140 142 141 137 135 133 130 131 130 128 125 127 126 124 163
= N -
EOT : fc#sf sy, Hb: ~E/ b
Source : CL-0312 (5.3.5.2-3) Figure 12.3.1.1.1
T AT T ARIE

ULN
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02X 2 AKXy |k 276
BrzORBEDEEDH

Ht, Ret, Fe, ZxzUF>, 52X Tx') >, TIBC, sTfR, TSAT XU CHr

FAS 2{KC, M7RIER FRERDOES OFEIEIL, H5RGENOHEE 2 E TR Lok, &
H4BFTRTL, To®IIRKEGRE TR ETholz, 7=V F U OFHHIL, 5
WO HE2HETETL, TORITRKESKEE TR —ETholz, £77, FT72A 7=
VR ONTIBC ORI, #5BRGN L& E 4l ETLEA L, ZToRKITREESRE Tl —E
ThHol,

Ht, Fe, sTfR, TSAT }O® CHr fEDO FMEIZOWTIE, 2 KBEs & OBk & G-I K X 72 21k
BNy (WA R W

QOL 5& (SF-36, EQ-5D-5L, FACT-An)
FAS 2K, SF-36, EQ-5D-5L }2 TN FACT-An D45 A 2 7 O E-BAtAR 55 52 £ TO AL
BOYEHMEIT/NE L, R Z28E L CTHL L RMEANIIA DR -T2,

ARBREIE (E#H) RV AMRHAR

FAS &K T, BEMMFIC AR LI-BEDOEIAIL, 28.2% (46/163 #) ThH-o7-, ABEEIEKDI-
Il (R ZE) 13204 (0.8) [BITH o7, ABEHIFOFEEME BEHERA) 13147 (16.7) HToHo
776

2.7.6.34.5 FZRMFEHIER

ANTOTY

FAS &IKT, ~TF P OWEIL, BGBENOHEG 4B ETIKTL, £O%IIHR&RG
F TR —ETHo7- (X2.7.6.34-3),

276.34-3 AT UUfE (ng/mL) OFHERVIZEREDTOY + : FAS

Hepeidin (ng/mL)

Week 0 Week 4 Week 12 Week 24 Week 36 Week 52 EOT

Number of subjects

Starting 70mg 100 9% 94 93 85 80 100
Starting 100 mg 63 60 55 52 63
Total 163 156 149 145 134 126 163

EOT : it 5
Source : CL-0312 (5.3.5.2-3) Figure 12.3.14.1
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DX YT oAy

2.7.6.34.6 &4
AEEZROBE

SAF 2K TCOREFZORBEIAIL, 95.7% (156/163 ) ThoT-, £7-, AEFROEIEE
DPEBLEIG X, AN 63.2% (103/163 f5), FRAEEEAS 27.0% (44/163 fil) M OVEEEDS 5.5% (9/163
IVER ORBEIA X 27.6% (45/163 f5l) Th -7z,
ZfEt(D%%‘fﬁ?lJ 1% 1.2% (2/163 fil) Th o7, EERAEFLORBRES

) ThHotl-, B

B RWER ORBE ST 6.7% (11/163 ffl) Th -7,

‘/A%ﬁ;%é%%%uqﬂit IZE ST EFRGORBBEIGIL 10.4% (17/163 1),

TEFR ORBEIE 1 8.0% (13/163 ]) Th o7z, (3 2.7.6.34-20),

&276.34-20 FHEEZRDHE : SAF

BAORBROE E D

IX 28.2% (46/163 1)),

BRI G IEICE -7

BR%G H & 70 mg BR %5 A & 100 mg &t
(N=100) (N=63) (N=163)
n (%) n (%) n (%)
FEEL 94 (94.0%) 62 (98.4%) 156 (95.7%)
53 62 (62.0%) 41 (65.1%) 103 (63.2%)
AR 30 (30.0%) 14 (22.2%) 44 (27.0%)
Gl 2 (2.0%) 7 (11.1%) 9 (5.5%)
RIVEA ® 23 (23.0%) 22 (34.9%) 45 (27.6%)
HELAFEHER 25 (25.0%) 21 (33.3%) 46 (28.2%)
HERRBEM® 7 (7.0%) 4 (6.3%) 11 (6.7%)
TR 5 IR ICE -~ - EH S 7 (7.0%) 10 (15.9%) 17 (10.4%)
TRERIES: G b I B S - RITER ° 7 (7.0%) 6 (9.5%) 13 (8.0%)
FET- 0 2 (3.2%) 2 (1.2%)

a : {RBRIH S RIS
L < IZBEMED T — Z BRI OF HFFL

Source : CL-0312 (5.3.5.2-3) Table 12.6.1.1, Table 12.6.1.4

BEER

SAF 2R TOREEIE N 5%LL EOFEFEGIT, BIFHTESK (52.8%), FHI(11.0%) , &M (10.4%),
P (9.8%), T v MIRZZR OSERR (4% 7.4%), HE T v FEZE (% 6.1%),

JEIR (4% 5.5%) Tho7- (5£2.7.634-21),

AEFROFEREHR O TIE, vnX¥7T 227y FORGHRIKSF LA ERREIE

BOEMIH LN D>,

T AT T AR

LV IRBRIEL OREMED TRED 570h LR XE TS ABESD
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REHFaAL Y b 2.76
B2 DHEBRDFELD
#276.34-21 FHEBZR—EXR: SAF
MedDRA Version 19.0
PR RIS Blts A= 70 mg | BAAAFAE 100 mg Hat
FEAGE (N=100) (N=63) (N=163)
XS 94 (94.0%) 62 (98.4%) 156 (95.7%)
D= 10 (10.0%) 4 (6.3%) 14 (8.6%)
BeloiE 2 (2.0%) 1 (1.6%) 3 (1.8%)
O 1(1.0%) 1 (1.6%) 2 (1.2%)
% 2 (2.0%) 00 2 (1.2%)
D EMEHAMIHG 2 (2.0%) 00 2 (1.2%)
BRI ZE 0 1 (1.6%) 1 (0.6%)
R TERE 1 (1.0%) 0 1 (0.6%)
DD 1 (1.0%) 0 1 (0.6%)
BETa .y 1 (1.0%) 0 1 (0.6%)
F—EEETuy 1 (1.0%) 0 1 (0.6%)
5 o PR LA 4 0 1 (1.6%) 1 (0.6%)
Hi L OBkKEE 1 (1.0%) 3(4.8%) 4(2.5%)
SANTMERIRE D F U 1 (1.0%) 2 (3.2%) 3 (1.8%)
Hiapks 0 1 (1.6%) 1 (0.6%)
PN o WA B 2 (2.0%) 2(3.2%) 4 (2.5%)
FOPR IR B REAR TE 1 (1.0%) 1 (1.6%) 2 (1.2%)
kg TR e 0 1 (1.6%) 1 (0.6%)
FoeFEME I AR R RE TCHEAE 1 (1.0%) 0 1 (0.6%)
IR p 8 (8.0%) 6 (9.5%) 14 (8.6%)
£ N 1 (1.0%) 1 (1.6%) 2 (1.2%)
AR R 2 (2.0%) 0 2 (1.2%)
P ZE R ik N 0 1 (1.6%) 1 (0.6%)
T UL — AR AR 1 (1.0%) 0 1 (0.6%)
B IR Ip A IEE 0 1 (1.6%) 1 (0.6%)
I 0 1 (1.6%) 1 (0.6%)
R g2 1 (1.0%) 0 1 (0.6%)
RAE 1 (1.0%) 0 1 (0.6%)
AR 5 i 0 1 (1.6%) 1 (0.6%)
HENEERAL 0 1 (1.6%) 1 (0.6%)
NG R B 2E 1 (1.0%) 0 1 (0.6%)
T A B 1 (1.0%) 0 1 (0.6%)
Bl A o i, 1 (1.0%) 0 1 (0.6%)
SRR B HH . 0 1 (1.6%) 1 (0.6%)
s 38 (38.0%) 31 (49.2%) 69 (42.3%)
T 7 (7.0%) 11 (17.5%) 18 (11.0%)
Mg 11 (11.0%) 6 (9.5%) 17 (10.4%)
R 4 (4.0%) 6 (9.5%) 10 (6.1%)
e 5 (5.0%) 4(6.3%) 9 (5.5%)
I A R Ja 5 (5.0%) 2 (3.2%) 7 (4.3%)
L 3 (3.0%) 3 (4.8%) 6 (3.7%)
[UCES 2 (2.0%) 3 (4.8%) 5(3.1%)
& 2 (2.0%) 2 (3.2%) 4 (2.5%)
B IR 3 (3.0%) 0 3 (1.8%)
O 1 (1.0%) 2 (3.2%) 3 (1.8%)
R 1 (1.0%) 1 (1.6%) 2 (1.2%)
NS 1 (1.0%) 1 (1.6%) 2 (1.2%)
Rk 1 (1.0%) 1 (1.6%) 2 (1.2%)
B 1 (1.0%) 1 (1.6%) 2 (1.2%)
T AT T ABIER
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REHFaAL Y b 2.76
B2 DEBRDEED
MedDRA Version 19.0
BRI BIAA R 70 mg | BRI R 100 mg &
FEARGE (N=100) (N=63) (N=163)
KGRV —7 1 (1.0%) 1 (1.6%) 2 (1.2%)
s 1 (1.0%) 1 (1.6%) 2 (1.2%)
ARR 1 (1.0%) 0 1 (0.6%)
PETH = 0 1 (1.6%) 1 (0.6%)
+ _HEH% 0 1 (1.6%) 1 (0.6%)
UNIZES 1 (1.0%) 0 1 (0.6%)
B 0 1 (1.6%) 1 (0.6%)
HRY—7 1 (1.0%) 0 1 (0.6%)
GRS 1 (1.0%) 0 1 (0.6%)
UHAMEE % 0 1 (1.6%) 1 (0.6%)
HH 1 26 0 1 (1.6%) 1 (0.6%)
BB R 0 1 (1.6%) 1 (0.6%)
B+ EREE 0 1 (1.6%) 1 (0.6%)
DR G iiia 1 (1.0%) 0 1 (0.6%)
GRS 1 (1.0%) 0 1 (0.6%)
U M B R 1 (1.0%) 0 1 (0.6%)
H s 1 (1.0%) 0 1 (0.6%)
TERIEARAE i 0 1 (1.6%) 1 (0.6%)
P 1 (1.0%) 0 1 (0.6%)
BkAE 1 (1.0%) 0 1 (0.6%)
NGRS 1 (1.0%) 0 1 (0.6%)
—i% - R EEL LU G ORE 6 (6.0%) 7 (11.1%) 13 (8.0%)
FEEN 1 (1.0%) 3 (4.8%) 4(2.5%)
(YR 2 (2.0%) 0 2 (1.2%)
RIS 1 (1.0%) 1 (1.6%) 2 (1.2%)
JiEB A PRk 0 1 (1.6%) 1 (0.6%)
Jiobi 1 (1.0%) 0 1 (0.6%)
PR R 1 (1.0%) 0 1 (0.6%)
TR E 0 1 (1.6%) 1 (0.6%)
1045 ZE AL PN H i 0 1 (1.6%) 1 (0.6%)
M 2R AR 1 (1.0%) 0 1 (0.6%)
JH MBS R 3(3.0%) 1 (1.6%) 4 (2.5%)
HEFEJE 1 (1.0%) 0 1 (0.6%)
JEF 1 (1.0%) 0 1 (0.6%)
JHHR S o i 0 1 (1.6%) 1 (0.6%)
Rk RE S 1 (1.0%) 0 1 (0.6%)
G R bEE 1 (1.0%) 2 (3.2%) 3 (1.8%)
FRPET L X — 1 (1.0%) 1 (1.6%) 2 (1.2%)
TSI 4TH—a vy 0 1 (1.6%) 1 (0.6%)
JYLIE S K OV HUE 67 (67.0%) 42 (66.7%) 109 (66.9%)
BHEE S 55 (55.0%) 31 (49.2%) 86 (52.8%)
LEEEDS 7 (7.0%) 0 7 (4.3%)
A e~ L~ R 5 (5.0%) 2 (3.2%) 7 (4.3%)
ELZES 5(5.0%) 1 (1.6%) 6 (3.7%)
{7 HF 5 (5.0%) 1 (1.6%) 6 (3.7%)
e JE 3 (3.0%) 2 (3.2%) 5(3.1%)
fii s 2 (2.0%) 2 (3.2%) 4(2.5%)
FERB S 1 (1.0%) 2 (3.2%) 3 (1.8%)
A LV AVEE G 2 (2.0%) 1 (1.6%) 3 (1.8%)
W B 1 (1.0%) 1 (1.6%) 2 (1.2%)
ez 0 2 (3.2%) 2 (1.2%)
T AT T ABIER
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REHFaAL Y b 2.76
B2 DHEBRDFELD

MedDRA Version 19.0

BB BRI BHAG R 70 mg | BHAASTEE 100 mg &t
FEARGE (N=100) (N=63) (N=163)
FOR 0 2 (3.2%) 2 (1.2%)
FhfE 2 (2.0%) 0 2 (1.2%)
g 1 (1.0%) 1 (1.6%) 2 (1.2%)
&R 0 2(3.2%) 2 (1.2%)
RGBSR 1 (1.0%) 1 (1.6%) 2 (1.2%)
RIS 1 (1.0%) 1 (1.6%) 2 (1.2%)
04 LIRS 1 (1.0%) 0 1 (0.6%)
Sk 1 (1.0%) 0 1 (0.6%)
RECS AN 1 (1.0%) 0 1 (0.6%)
TN i J& S R 1 (1.0%) 0 1 (0.6%)
THER 0 1 (1.6%) 1 (0.6%)
o 0 1 (1.6%) 1 (0.6%)
B P 0 1 (1.6%) 1 (0.6%)
TR 1 (1.0%) 0 1 (0.6%)
TS 0 1 (1.6%) 1 (0.6%)
TAIEME IG5 1 (1.0%) 0 1 (0.6%)
FCImAE 0 1 (1.6%) 1 (0.6%)
JRbks 1 (1.0%) 0 1 (0.6%)
i PR 0 1 (1.6%) 1 (0.6%)
~U a Ny z—HH % 0 1 (1.6%) 1 (0.6%)
B FE Rk e 0 1 (1.6%) 1 (0.6%)
4] 0 1 (1.6%) 1 (0.6%)
BB R R 0 1 (1.6%) 1 (0.6%)

BE, PEB L OWEAIHE 39 (39.0%) 28 (44.4%) 67 (41.1%)
P 8 (8.0%) 8 (12.7%) 16 (9.8%)
DE A< 4 (4.0%) 8 (12.7%) 12 (7.4%)
v M 4 (4.0%) 6 (9.5%) 10 (6.1%)
sl 4 (4.0%) 3 (4.8%) 7 (4.3%)
A 2 (2.0%) 2 (3.2%) 4 (2.5%)
WL K B IfE 3 (3.0%) 1 (1.6%) 4 (2.5%)
X 28l - & 3(3.0%) 0 3(1.8%)
et 1 (1.0%) 2 (3.2%) 3 (1.8%)
e 1 (1.0%) 2 (3.2%) 3 (1.8%)
i 2 B 5 2 (2.0%) 0 2 (1.2%)
E 1 (1.0%) 1 (1.6%) 2 (1.2%)
=G 1 (1.0%) 1 (1.6%) 2(1.2%)
RHEB BT 1 (1.0%) 1 (1.6%) 2 (1.2%)
SME M o e 2 (2.0%) 0 2 (1.2%)
K EEaag 2 (2.0%) 0 2 (1.2%)
ErpiE 2 (2.0%) 0 2 (1.2%)
Fregs 1 (1.0%) 1 (1.6%) 2 (1.2%)
1A e RS H if, 2 (2.0%) 0 2 (1.2%)
HUE 0 1 (1.6%) 1 (0.6%)
R AR 0 1 (1.6%) 1 (0.6%)
N e e 0 1 (1.6%) 1 (0.6%)
Algg 47 0 1 (1.6%) 1 (0.6%)
FEHT 1 (1.0%) 0 1 (0.6%)
g 1 (1.0%) 0 1 (0.6%)
Slomn& s 1 (1.0%) 0 1 (0.6%)
BT iffiE 1 (1.0%) 0 1 (0.6%)
NEHE B 37 0 1 (1.6%) 1 (0.6%)
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REHFaAL Y b 2.76
B2 DHEBRDFELD

MedDRA Version 19.0

BB BRI BHAG R 70 mg | BHAASTEE 100 mg &t
FEARGE (N=100) (N=63) (N=163)
PIEfEL 0 1 (1.6%) 1 (0.6%)
A& HHE 0 1 (1.6%) 1 (0.6%)
HHE 0 1 (1.6%) 1 (0.6%)
MRS 1 (1.0%) 0 1 (0.6%)
B AT 1 (1.0%) 0 1 (0.6%)
WLEIC & BIETR 1 (1.0%) 0 1 (0.6%)
D IRy eI 5B 0 1 (1.6%) 1 (0.6%)
SMEL ZRHE R 1 (1.0%) 0 1 (0.6%)
M PR AL 0 1 (1.6%) 1 (0.6%)
1A MR AL 1 (1.0%) 0 1 (0.6%)

FR AR A 10 (10.0%) 11 (17.5%) 21 (12.9%)
Y —F AN 3 (3.0%) 2 (3.2%) 5(3.1%)
M ERT 0 3 (4.8%) 3 (1.8%)
S A R 0 2 (3.2%) 2 (1.2%)
7 V7 ods A0 - — PN 1 (1.0%) 1 (1.6%) 2 (1.2%)
i -5 2 (2.0%) 0 2 (1.2%)
~EZ B U 1 (1.0%) 1 (1.6%) 2 (1.2%)
7 27— 0 1 (1.6%) 1 (0.6%)
TARTEUEET ) h T U AT 27 —BHN 1 (1.0%) 0 1 (0.6%)
i LR K SR B R HE 0 1 (1.0%) 0 1 (0.6%)
A~V 27U E) REd 0 1 (1.6%) 1 (0.6%)
C-IK M B M 1 (1.0%) 0 1 (0.6%)
~< b7 Uy MM 0 1 (1.6%) 1 (0.6%)
T HS RERR AL 525 1 (1.0%) 0 1 (0.6%)
(KL ) RE AR 0 1 (1.6%) 1 (0.6%)
H mEREE M 1 (1.0%) 0 1 (0.6%)
i U > B 0 1 (1.6%) 1 (0.6%)
[ AINER S 0 1 (1.6%) 1 (0.6%)
Ei=iin 1 (1.0%) 0 1 (0.6%)

Rt L ORERESE 9 (9.0%) 8 (12.7%) 17 (10.4%)
w1 Y U A E 2 (2.0%) 1 (1.6%) 3 (1.8%)
Rz 2 (2.0%) 1 (1.6%) 3 (1.8%)
2 BUBE R I 2 (2.0%) 1 (1.6%) 3 (1.8%)
A i 1 (1.0%) 1 (1.6%) 2 (1.2%)
BAREGR 2 (2.0%) 0 2 (1.2%)
I 0 1 (1.6%) 1 (0.6%)
K7 L7 2 v fE 0 1 (1.6%) 1 (0.6%)
IR T v F— 2 0 1 (1.6%) 1 (0.6%)
High R Z 0 1 (1.6%) 1 (0.6%)
SRAREE 0 1 (1.6%) 1 (0.6%)

ks R 36 KOV SRRk 5 24 (24.0%) 27 (42.9%) 51 (31.3%)
W 7 (7.0%) 5(7.9%) 12 (7.4%)
AR 3 (3.0%) 5(7.9%) 8 (4.9%)
RA i 5(5.0%) 1 (1.6%) 6 (3.7%)
ki 3 (3.0%) 3 (4.8%) 6 (3.7%)
FEE W 3 (3.0%) 3 (4.8%) 6 (3.7%)
Pu i g 1 (1.0%) 5(7.9%) 6 (3.7%)
A A 2 (2.0%) 3 (4.8%) 5(3.1%)
NEERF A SR A 1 (1.0%) 2(3.2%) 3(1.8%)
5 RS A 1 (1.0%) 2 (3.2%) 3 (1.8%)
TN BRI AE 0 2 (3.2%) 2 (1.2%)
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REHFaAL Y b 2.76
B2 DEBRDEED

MedDRA Version 19.0

AE IR PAAAFIEL 70 mg | B4 100 mg &5t
FEARGE (N=100) (N=63) (N=163)
B IAEFH HERE 2 (2.0%) 0 2 (1.2%)
R 0 2 (3.2%) 2 (1.2%)
R 1 (1.0%) 0 1 (0.6%)
IR R YR 1 (1.0%) 0 1 (0.6%)
HAEEH 0 1 (1.6%) 1 (0.6%)
HIMET 0 1 (1.6%) 1 (0.6%)
FHEAE IRADE 1 (1.0%) 0 1 (0.6%)
1Bk ZEN 1 (1.0%) 0 1 (0.6%)
RISV 0 1 (1.6%) 1 (0.6%)
W 1 (1.0%) 0 1 (0.6%)
FHEST D E 1 (1.0%) 0 1 (0.6%)
BT 0 1 (1.6%) 1 (0.6%)
] L 3 N2 4 A e N N

%%;O,;z\zi)imﬁﬂﬂﬂﬂ@#ﬁi% (Fhak LU 1 (1.0%) 1 (1.6%) 2 (12%)
FAESs 0 1 (1.6%) 1 (0.6%)
B2 I FLEE 1 (1.0%) 0 1 (0.6%)

PR RREE 17 (17.0%) 14 (22.2%) 31 (19.0%)
GE 5 (5.0%) 4 (6.3%) 9 (5.5%)
FEMEOEW 2 (2.0%) 3 (4.8%) 5(3.1%)
R SR 2 (2.0%) 1 (1.6%) 3 (1.8%)
e E R 2 (2.0%) 1 (1.6%) 3 (1.8%)
ENAGES 2 (2.0%) 0 2 (1.2%)
i 1 (1.0%) 1 (1.6%) 2 (1.2%)
FAREEMERE 0 1 (1.6%) 1 (0.6%)
Jipi e 28 0 1 (1.6%) 1 (0.6%)
I AR 1 (1.0%) 0 1 (0.6%)
IRALPESD F 1 (1.0%) 0 1 (0.6%)
A E—X A 0 1 (1.6%) 1 (0.6%)
PRI 0 1 (1.6%) 1 (0.6%)
KM= 22— 8 F— 1 (1.0%) 0 1 (0.6%)
R 1 (1.0%) 0 1 (0.6%)
< B IEF Hiif 1 (1.0%) 0 1 (0.6%)
Joh A AR IR 0 1 (1.6%) 1 (0.6%)
7 7 g 1 (1.0%) 0 1 (0.6%)
AR E 1 (1.0%) 0 1 (0.6%)
T B L N REE(ERE 1 (1.0%) 0 1 (0.6%)

FERRIE 3 (3.0%) 3 (4.8%) 6 (3.7%)
RHRE 3(3.0%) 3 (4.8%) 6 (3.7%)

AFER B L OILEREE 0 1 (1.6%) 1 (0.6%)
RIEA- 0 1 (1.6%) 1 (0.6%)

MR AR, TERES K OMEhRRE 14 (14.0%) 9 (14.3%) 23 (14.1%)
1 JZENH R e 4 (4.0%) 2(3.2%) 6 (3.7%)
Rk 3 (3.0%) 0 3 (1.8%)
PP IR 3 2 (2.0%) 0 2 (1.2%)
Sl 1 (1.0%) 1 (1.6%) 2 (1.2%)
ST A R 0 1 (1.6%) 1 (0.6%)
S i, 1 (1.0%) 0 1 (0.6%)
9] 1 (1.0%) 0 1 (0.6%)
R P iR R 0 1 (1.6%) 1 (0.6%)
B 0 1 (1.6%) 1 (0.6%)
Mo 1 (1.0%) 0 1 (0.6%)
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REHFaAL Y b 2.76
BExDRBEDFE LD

MedDRA Version 19.0

AE IR BAGARE 70 mg | BAAASI AL 100 mg &t
FEARGE (N=100) (N=63) (N=163)
T LVX — P 0 1 (1.6%) 1 (0.6%)
IR P JE R S f 0 1 (1.6%) 1 (0.6%)
FRGEDORAE 0 1 (1.6%) 1 (0.6%)
T LR — PR A 1 (1.0%) 0 1 (0.6%)

BB KO T AR ARRE 31 (31.0%) 20 (31.7%) 51 (31.3%)
g astiil 4 (4.0%) 4(6.3%) 8 (4.9%)
FEfd I R 2% 4 (4.0%) 2 (3.2%) 6 (3.7%)
Z 9 FEIE 4 (4.0%) 2 (3.2%) 6 (3.7%)
AL 3 (3.0%) 2 (3.2%) 5(3.1%)
% 3 (3.0%) 1 (1.6%) 4(2.5%)
95 1 (1.0%) 3 (4.8%) 4(2.5%)
B RS 1 (1.0%) 3 (4.8%) 4(2.5%)
B SERE 2 (2.0%) 1 (1.6%) 3 (1.8%)
Tz 2 (2.0%) 1 (1.6%) 3 (1.8%)
B 3 (3.0%) 0 3 (1.8%)
S 2 (2.0%) 1 (1.6%) 3 (1.8%)
R g 5 1 (1.0%) 1 (1.6%) 2 (1.2%)
W5 1 (1.0%) 1 (1.6%) 2 (1.2%)
B HLg 1 (1.0%) 1 (1.6%) 2 (1.2%)
FHRR Z PthiE 2 (2.0%) 0 2 (1.2%)
EEREE 1 (1.0%) 1 (1.6%) 2 (1.2%)
JE R B 5% 0 2(3.2%) 2 (1.2%)
EREUOH A 2 (2.0%) 0 2 (1.2%)
=Y 1 (1.0%) 0 1 (0.6%)
WiEAE 1 (1.0%) 0 1 (0.6%)
K 1 (1.0%) 0 1 (0.6%)
SIERRE R 2% 0 1 (1.6%) 1 (0.6%)
ZITE 1 (1.0%) 0 1 (0.6%)
AR 1 (1.0%) 0 1 (0.6%)
Z O FEVERE 1 (1.0%) 0 1 (0.6%)
e 0 1 (1.6%) 1 (0.6%)
EHVEE D FEIE 1 (1.0%) 0 1 (0.6%)
B 1 (1.0%) 0 1 (0.6%)
T UAFR—E D PR 1 (1.0%) 0 1 (0.6%)
FE & g 0 1 (1.6%) 1 (0.6%)

SRR L ONEHLE 3 (3.0%) 4(6.3%) 7 (4.3%)
IS 1 (1.0%) 0 1 (0.6%)
FRERE 0 1 (1.6%) 1 (0.6%)
il 2 S 0 1 (1.6%) 1 (0.6%)
L 0 1 (1.6%) 1 (0.6%)
N L e AL (& 0 1 (1.6%) 1 (0.6%)
F N BE A 1 (1.0%) 0 1 (0.6%)
HIBNHRSIIC X 2 IR% 1 (1.0%) 0 1 (0.6%)
KGR Y — 7k 1 (1.0%) 0 1 (0.6%)

AL 11 (11.0%) 10 (15.9%) 21 (12.9%)
[STINER 2 (2.0%) 2 (3.2%) 4 (2.5%)
KB AIRAGHE 1 (1.0%) 1 (1.6%) 2 (1.2%)
1 A 0 2 (3.2%) 2 (1.2%)
FAYBIIREAZEMER B 1 (1.0%) 1 (1.6%) 2 (1.2%)
E TRl 2 (2.0%) 0 2 (1.2%)
K ifnJE 1 (1.0%) 0 1 (0.6%)
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REHFaAL Y b 2.76

BErDRBEDELED

MedDRA Version 19.0

w BRI BIAA R 70 mg | BRI R 100 mg &
FEARGE (N=100) (N=63) (N=163)
IR 0 1 (1.6%) 1 (0.6%)
FAEEMARPER AR 1 (1.0%) 0 1(0.6%)
IR 1 (1.0%) 0 1 (0.6%)
FrR AR RE 1 (1.0%) 0 1 (0.6%)
HiffkEs = > 7 0 1 (1.6%) 1 (0.6%)
Ul fi e R o A2 0 1 (1.6%) 1 (0.6%)
KA ARAE 1 (1.0%) 0 1 (0.6%)
P HA L 0 1 (1.6%) 1 (0.6%)

5L O RE 1 (1.0%) 1 (1.6%) 2 (1.2%)
[ A% 2R 0 1 (1.6%) 1 (0.6%)
[ A% 2PN AR 1 (1.0%) 0 1 (0.6%)
ARG 0 1 (1.6%) 1 (0.6%)

Source : CL-0312 (5.3.5.2-3) Table 12.6.1.2

BIER

SAF 2K CTORWERDORBEIGIL, 27.6% (45/163 ) Th -7z, FEENEGD 1%L EOFEIEH
&, MR 3.1%), MEEAPREE O v o FAZE (% 2.5%), FHRIEONY S—EHI (% 1.8%),
FURIRFS RIS E, A, R, B0, BEEE, vy o MEE, 8Kz, BEEo Vv AOE M
£ (% 12%) Tholo (3%2.7.634-22), RIEAOBEIEENIFHEBEIGIX, BEN 18.4% (30/163
Bl), HEED 6.1% (10/163 f5), HEMN 3.1% (5/163 #fil) ThH o7z,

T AT T ARUER
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REHFaAL Y b 2.76
B2 DHEBRDFELD
#2.7.6.34-22 EIERA—E% : SAF
MedDRA Version 19.0
FRERIR A Bt A= 70 mg | BAfAFAE 100 mg Hat
FEAGE (N=100) (N=63) (N=163)
NS 23 (23.0%) 22 (34.9%) 45 (27.6%)
Lol 4 (4.0%) 2 (3.2%) 6 (3.7%)
e R ZE 0 1 (1.6%) 1 (0.6%)
NLEERE 1 (1.0%) 0 1 (0.6%)
5 o MDA S 0 1 (1.6%) 1 (0.6%)
N7 I, 1(1.0%) 0 1 (0.6%)
[ 1 (1.0%) 0 1 (0.6%)
D EPE ISR 1 (1.0%) 0 1 (0.6%)
PN WA B 1 (1.0%) 2 (3.2%) 3 (1.8%)
FRAR IR RE A TE 1 (1.0%) 1 (1.6%) 2 (1.2%)
ElLE g R e 0 1 (1.6%) 1 (0.6%)
IR 1 (1.0%) 0 1 (0.6%)
NG R B 2E 1 (1.0%) 0 1 (0.6%)
R 11 (11.0%) 9 (14.3%) 20 (12.3%)
A 5 (5.0%) 0 5(3.1%)
I A R Ja 3 (3.0%) 1 (1.6%) 4 (2.5%)
T 0 3 (4.8%) 3 (1.8%)
R 1(1.0%) 1 (1.6%) 2 (1.2%)
EE 0 2 (3.2%) 2 (1.2%)
L 2 (2.0%) 0 2 (1.2%)
S 1(1.0%) 1(1.6%) 2 (1.2%)
NS 0 1 (1.6%) 1 (0.6%)
B+ fEEEE 0 1 (1.6%) 1 (0.6%)
Bl 1(1.0%) 0 1 (0.6%)
ISR RGE B 1 (1.0%) 0 1 (0.6%)
[UdES 0 1 (1.6%) 1 (0.6%)
JH MBS R 1(1.0%) 0 1 (0.6%)
TS RE L 1(1.0%) 0 1 (0.6%)
5., PEB L OREAIHE 1 (1.0%) 4 (6.3%) 53.1%)
Ty v MHZE 1 (1.0%) 3 (4.8%) 4(2.5%)
Ty v ks 1 (1.0%) 1 (1.6%) 2 (1.2%)
ERIR R A 3 (3.0%) 3 (4.8%) 6 (3.7%)
Y —-P N 2 (2.0%) 1 (1.6%) 3 (1.8%)
7 27— 0 1 (1.6%) 1 (0.6%)
M2 L7 F 2 R AR —BHEN 0 1(1.6%) 1 (0.6%)
ME -5 1 (1.0%) 0 1 (0.6%)
A~V 27 UE) REd 0 1(1.6%) 1 (0.6%)
~< b7 Uy N 0 1 (1.6%) 1 (0.6%)
(KL ) RE AR 0 1(1.6%) 1 (0.6%)
R L O ERESE 3 (3.0%) 2 (3.2%) 5(3.1%)
gz 2 (2.0%) 0 2 (1.2%)
e JEL 0 1 (1.6%) 1 (0.6%)
High R Z 0 1 (1.6%) 1 (0.6%)
AARIHGR 1(1.0%) 0 1 (0.6%)
B R B L OSSR 1 (1.0%) 0 1 (0.6%)
A AR 1 (1.0%) 0 1 (0.6%)
PR T B 3 (3.0%) 3 (4.8%) 6 (3.7%)
FEWED F 1(1.0%) 1(1.6%) 2 (1.2%)
fbitEiZE 0 1 (1.6%) 1 (0.6%)
T AT T ABIER
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REHFaAL Y b 2.76

BExDRBEDFE LD
MedDRA Version 19.0
A E RIS BEAAM R 70 mg | BHAAM & 100 mg &
FARGE (N=100) (N=63) (N=163)
A E—X A 0 1 (1.6%) 1 (0.6%)
< BJEF i 1 (1.0%) 0 1 (0.6%)
AR L 1(1.0%) 0 1 (0.6%)
MR, SRS K ORI E 1 (1.0%) 1 (1.6%) 2(1.2%)
- A 1(1.0%) 0 1 (0.6%)
e M i i 0 1 (1.6%) 1 (0.6%)
FREF KOV TRk E 3 (3.0%) 1 (1.6%) 4 (2.5%)
SUERRBE % 0 1(1.6%) 1 (0.6%)
ZITIE 1(1.0%) 0 1 (0.6%)
% 9 FEAE 1 (1.0%) 0 1 (0.6%)
BHVEZ D FRIE 1 (1.0%) 0 1 (0.6%)
A FEE 0 2 (3.2%) 2 (1.2%)
e I 0 2 (3.2%) 2 (1.2%)
i oo RS 1 (1.0%) 0 1 (0.6%)
P SRR R P I A 1 (1.0%) 0 1(0.6%)

Source : CL-0312 (5.3.5.2-3) Table 12.6.1.3

ET

SAF &IKT, ELTIE 1.2% (2/163 i) 12 bz,

1B, #5 52 BIZROLNBEEORS, L Lz, NERIT, 1RBREEE 55460 O T~
DL MR £ TORMRRZZET D &, /ﬁ%ﬁé&ﬁﬁﬁ@%ﬁfﬁ LiITEZONT, IR L
DEEMEITSE ST,

b 1BNE, B5250 HICHIMMEY 3 » 71KV Lz, ARERIE, ZREFHEELO+
FEIEENREOMMIZ L2 D TH D Z Enb, IRBRIKE OBEMIXEE SN,

L LI-HBEFEOFEM% [CL-0312 Attachment 1 Narratives] (27777,

EREGHETEER

SAF 2R TORERELAEEZOFHEIGIL, 282% (46/163 ) Th-o7-, 2HILL EICH BT
HERAEFERIT, v MHE (5.5%, 9163 ), PROGEROMGR (% 1.8%, 3/163 fil), Lol
REIL, v MERZE, EIMAEIER, BURIERE &K ORIHENIRPAZEMRE (% 1.2%, 2/163 ) Th -
7= (#£2.7.6.34-23),

FEEZAERORBEIAX 6.7% (11/163 f5]) Thoto, 2HILL EIcA LN EEZRIERIX

v M (2.5%, 4/163 f5l) ThH o7z (3 2.7.6.34-24),

HEERAEFREEILIZEE O %A [CL-0312 Attachment 1 Narratives] (2787,

T AT T AR
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REHFaAL Y b 2.76
B2 DHEBRDFELD
#276.34-23 EELBEEEZR—EXR : SAF
MedDRA Version 19.0
ZRERIR 5 HA BRAEHE 70 mg | BH4AH & 100 mg Bt
FEAGE (N=100) (N=63) (N=163)
NS 25 (25.0%) 21 (33.3%) 46 (28.2%)
Lol 5(5.0%) 4 (6.3%) 9 (5.5%)
BMiE 2 (2.0%) 1 (1.6%) 3 (1.8%)
N7 I, 1 (1.0%) 1 (1.6%) 2 (1.2%)
e ZE 0 1 (1.6%) 1 (0.6%)
NLEERE 1 (1.0%) 0 1 (0.6%)
RETO Y 1 (1.0%) 0 1 (0.6%)
5 o MDA S 0 1 (1.6%) 1 (0.6%)
IR 1 (1.0%) 1 (1.6%) 2 (1.2%)
b5 R I M B 0 1 (1.6%) 1 (0.6%)
AR H 1 (1.0%) 0 1 (0.6%)
B IR 4 (4.0%) 1 (1.6%) 5(3.1%)
G 1 (1.0%) 0 1 (0.6%)
+ _HEH% 0 1 (1.6%) 1 (0.6%)
UH AR % 0 1 (1.6%) 1 (0.6%)
L 1(1.0%) 0 1 (0.6%)
g 1 (1.0%) 0 1 (0.6%)
BkAE 1 (1.0%) 0 1 (0.6%)
NGRS 1 (1.0%) 0 1 (0.6%)
JHF MBS R B 1 (1.0%) 1 (1.6%) 2 (1.2%)
JIEA i 1 (1.0%) 0 1 (0.6%)
Jili 5 o ifn. 0 1 (1.6%) 1 (0.6%)
Sugs bR E 0 1 (1.6%) 1 (0.6%)
TF 747X —Yavy 0 1 (1.6%) 1 (0.6%)
JRYSIE B X OV A BUE 4 (4.0%) 4 (6.3%) 8 (4.9%)
fili g% 2 (2.0%) 1 (1.6%) 3 (1.8%)
W B 0 1 (1.6%) 1 (0.6%)
BIBR 1 (1.0%) 0 1 (0.6%)
CUEEEPS 1 (1.0%) 0 1 (0.6%)
B JE 0 1(1.6%) 1 (0.6%)
H g 0 1 (1.6%) 1 (0.6%)
PRI SRS 0 1 (1.6%) 1 (0.6%)
B, PR L OWE A OHE 6 (6.0%) 6 (9.5%) 12 (7.4%)
oy v M 4 (4.0%) 5 (7.9%) 9 (5.5%)
Ty v ks 0 2 (3.2%) 2 (1.2%)
RSB BT 1 (1.0%) 0 1 (0.6%)
P15 1 (1.0%) 0 1 (0.6%)
BRI A 1 (1.0%) 3 (4.8%) 4 (2.5%)
JELIMAE R 0 2 (3.2%) 2 (1.2%)
AR 0 1 (1.6%) 1 (0.6%)
i E E5- 1 (1.0%) 0 1 (0.6%)
R L OB E 2 (2.0%) 1 (1.6%) 3(1.8%)
BT > K= A 0 1 (1.6%) 1 (0.6%)
AREOR 1 (1.0%) 0 1 (0.6%)
2 R PRI 1 (1.0%) 0 1 (0.6%)
BB X OE SRR = 1 (1.0%) 0 1 (0.6%)
FHAEPAE 1 (1.0%) 0 1 (0.6%)
] HE M- 3 N2 4 A e N N
i&%j%%ﬁ\zi;t ORI O Y (FEhak KO 0 1 (L6%) 1 (0.6%)
T AT T AR
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nXYT o AH b

B2 DEHEBRDE LD

MedDRA Version 19.0
=l ING PRt & 70 mg | BALAA & 100 mg &
FEARGE (N=100) (N=63) (N=163)
s 0 1 (1.6%) 1 (0.6%)
PR R REE 2 (2.0%) 2 (3.2%) 4 (2.5%)
FIREERAE 0 1 (1.6%) 1 (0.6%)
Jipi e 28 0 1 (1.6%) 1 (0.6%)
< BT i 1 (1.0%) 0 1 (0.6%)
VAR L 1 (1.0%) 0 1 (0.6%)
BRI 2, MOESES L OERR fe 0 1 (1.6%) 1 (0.6%)
2Rk E 0 1(1.6%) 1 (0.6%)
FeIE s KO TRk s 1 (1.0%) 2(3.2%) 3(1.8%)
e 1 (1.0%) 1(1.6%) 2 (1.2%)
A 0 1(1.6%) 1 (0.6%)
SRR L ONEHLE 3 (3.0%) 3 (4.8%) 6 (3.7%)
MAE TR 1 (1.0%) 0 1 (0.6%)
FRERE 0 1(1.6%) 1 (0.6%)
AR 2= 0 1 (1.6%) 1 (0.6%)
e 0 1 (1.6%) 1 (0.6%)
B NEE Tl 1 (1.0%) 0 1 (0.6%)
BHIBNHRSIIC X 2 IR% 1 (1.0%) 0 1 (0.6%)
KGR Y — 7k 1 (1.0%) 0 1 (0.6%)
AR E 2 (2.0%) 3 (4.8%) 5(3.1%)
FAYBIIREAZEMER 1 (1.0%) 1 (1.6%) 2 (1.2%)
REDRAREE 0 1 (1.6%) 1 (0.6%)
FAEME ARk K 1 (1.0%) 0 1 (0.6%)
it g v 0 1 (1.6%) 1 (0.6%)
Source : CL-0312 (5.3.5.2-3) Table 12.6.1.7
T AT T ABIER
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REHFaAL Y b 2.76

B2 DHEBRDFELD
#276.34-24 EEGEIEA—% : SAF
MedDRA Version 19.0
PR RIS Bt A= 70 mg | BRAAA & 100 mg Hal
FEAGE (N=100) (N=63) (N=163)
XS 7 (7.0%) 4(6.3%) 11 (6.7%)
DEEE 2 (2.0%) 2 (3.2%) 4 (2.5%)
B A 2E 0 1 (1.6%) 1 (0.6%)
NLEERE 1 (1.0%) 0 1 (0.6%)
5 o MDA S 0 1 (1.6%) 1 (0.6%)
N7 I, 1 (1.0%) 0 1 (0.6%)
B IR 1 (1.0%) 0 1 (0.6%)
L 1 (1.0%) 0 1 (0.6%)
Mg 1 (1.0%) 0 1 (0.6%)
BE, bHEB X OLESIHE 1 (1.0%) 3 (4.8%) 4 (2.5%)
Ty EAZE 1 (1.0%) 3 (4.8%) 4 (2.5%)
(NN 1 (1.0%) 0 1 (0.6%)
i E E5- 1 (1.0%) 0 1 (0.6%)
R L OB E 1 (1.0%) 0 1 (0.6%)
AAEOR 1 (1.0%) 0 1 (0.6%)
PR RIEE 2 (2.0%) 1 (1.6%) 3 (1.8%)
JipitsE 28 0 1 (1.6%) 1 (0.6%)
< BT Hiin 1 (1.0%) 0 1 (0.6%)
7 7 % 1 (1.0%) 0 1 (0.6%)

Source : CL-0312 (5.3.5.2-3) Table 12.6.1.8

BERENERIFCES-HEEE

SAF 2R TOIRBRIEE 5 ILICE - - A EFROREEIAIL, 104% (17/163 ) TH o7, 1A
B B R IZ R S T2 RIEH O BLEIG1X, 8.0% (13/163 f5l) Toh -7z,

2 BILL BICH DN IRBRER G IRIC B s T AFFRRIE, v MAZE (1.2%, 2/163 ) DI
Thotz (327.634-25),

T AT T ARUER

698



REHFaAL Y b 2.76

B2 DEBRDEED
#£276.34-25 ABREHRERIEICES-HEER—ERX : SAF
MedDRA Version 19.0
PR RIS Bts A= 70 mg | B4R 100 mg Hat
HAIE (N=100) (N=63) (N=163)
XS 7 (7.0%) 10 (15.9%) 17 (10.4%)
DEEE 1 (1.0%) 0 1 (0.6%)
N7 I, 1 (1.0%) 0 1 (0.6%)
B IR 2 (2.0%) 2 (3.2%) 4 (2.5%)
T 0 1 (1.6%) 1 (0.6%)
B IR E 1 (1.0%) 0 1 (0.6%)
T 1 (1.0%) 0 1 (0.6%)
Mg 1 (1.0%) 0 1 (0.6%)
HRAE 0 1 (1.6%) 1 (0.6%)
JH B R b 1 (1.0%) 1 (1.6%) 2 (1.2%)
JHHR S o i 0 1 (1.6%) 1 (0.6%)
T RE L 1 (1.0%) 0 1 (0.6%)
BE, PEB L OWEAIHE 1 (1.0%) 2 (3.2%) 3 (1.8%)
Ty hEIZE 1 (1.0%) 1 (1.6%) 2 (1.2%)
Ty v ks 0 1 (1.6%) 1 (0.6%)
Rt L ORERSE 1 (1.0%) 0 1 (0.6%)
BRRE 1 (1.0%) 0 1 (0.6%)
J | 3 N3 2 2 3 3 AN
§%¥Z§§foﬁﬁrﬁ®ﬁ$%(%@kiof 0 1 (L6%) 1 0.6%
TS 0 1 (1.6%) 1 (0.6%)
PR T B 2 (2.0%) 1 (1.6%) 3 (1.8%)
1A E—X R 0 1 (1.6%) 1 (0.6%)
< B IEF Hiif 1 (1.0%) 0 1 (0.6%)
7 U I 1 (1.0%) 0 1 (0.6%)
MR EE. Mashds K ONithmiE S 0 1 (1.6%) 1 (0.6%)
B il R 0 1 (1.6%) 1 (0.6%)
AR E 0 2 (3.2%) 2 (1.2%)
& L 0 1 (1.6%) 1 (0.6%)
HiffkEs = >~ 7 0 1 (1.6%) 1 (0.6%)

Source : CL-0312 (5.3.5.2-3) Table 12.6.1.9

ERPRIRE(E

SAF 2K T, falLA7a— /L OMKEY AR¥ /87 (LDL) -2 L A7 1 —/LOEEIfHEI,
BERRGI DG 2HETIRTL, ZO®RIIEKEGRE TR —ETho7, £z, EArY
T AV OEEEE, BB O EE 4 E THEINL, ZO%RITRKEGRFE TR —ETH-o
7o LML, THNHZEEDT, KRBTk K O GRHCERIRIICER D & 5 823 5 572 i
TR A & QMR AL PR DI B 1372 o 72,

PEE BRI A O BIVEH ORBEIA1E 3.7% (6/163 51]) T, U S—EHINA 1.8% (3/163
), 7I7—8HEM, Wby LT FoRART =R, b Y 7Y kY KD, ~v b7
U ML OMEELE Y RE AR 237 0.6% (1/163 i) Th o7,

T AT T ARUER
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S A= SV N 2.76
BrOHBEDE LD

NAZINLY A, IDERRUMORTLEIHEIEE

SAF AR TO/NA Z A 0 (IGEH, SRR E X OWRIAE)  OFEEEIZ DN T, & kpiRs
B O A& 358 5- R I BRIR I B FR D & D BT A B Lo 72,

ODEMMRA T, &5, #4552 8K ORI G-REORER AT, HIERMSRICKE 2iEN
BNy sy it

2.7.6.34.7 ¥tk

o HHTHI CKD I B MAHE T, AAHIED ESA ORGEIISLTrF T 2 A v |
70 X% 100 mg O 3 FIEEHIZEI 0 iz, D%k HbEIZIE U CTHRGREEZRE L&, vF
PF 2 AL v T 52 BWEIC T2 - T Hb 6% B EEEEIHICHER LT,

o FEHFEZLT 1Ty A /I GBEEEATHERAN TR SN LIFLLELLTEBY, aXHTa
A8y NeRHIEE LI ORI RIGTH- T,

T AT T AR
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EESAAER. S SN 2.7.6
BEROEBDELED

2.7.6.35 @455 2 tHEER (HD + PD) [FGCL-053] (iFfTE# %S 5.3.5.2-4)

2.7.6.35.1 AERAE

HERDIRRE M B 28 72 A2 B U, ARIERGE iR 1 B K 18R 252 1 TO R EE O
HMYGEIZKT D FG-4592 (m¥HT a2 v b)) OFE2M, 775k, FER,
R B, 22 KOV 2hkaliR
BEREERER - v o7 15 Miae, OKE 3 ik &k OVEEE 1 Mk
/NFR3THR : Besarab A, Chernyavskaya E, Motylev I, Shutov E, Kumbar LM, Gurevich K, et al. Roxadustat
(FG-4592): Correction of Anemia in Incident Dialysis Patients. J Am Soc Nephrol.
2016;27:1225-33.
HERHAR
RERPHIAH (RO BFOMAILA) 2011 47 H 21 H
MBI T B (Bef& Ol H) - 2013451 7 10 H
FHEDND Iz —X: 2 H

=]

FEHM

o MIEEHTZHIITHIA L. (NID) BHZHRIS, AldEIHT20%Y T 2254y bo
AN E T %,

AR H Y

NID H 2 MR, BMUGEIIH L TuxhT 222 v baRE L L EORERE BT

Do

o NIDEFZHMRIZ, AMBBECK L TeFY T a2y ML E EOEBMIAOEEL
TR R

o NID BHEZXRIL, AMEMHEZRELT D00 X7 2 2%y SO &K O &R
BOMABEDOEERTT 5,

o IMikEHT (HD) OEE LIEFENT (PD) OBEFETORXY T2 X4y hOfREE~ES 1
v (Hb) RISEHET %,

e  Short-Form 36 Health Survey (SF-36) A U® Functional Assessment of Cancer Therapy-Anemia

(FACT-An) % f\T QOL a9 5,

HEBRAE

AL, ARIMERTE MR R -85 (ESA) IZ X DIREEZ T TR WNID BE 23R & Liz
Z o2 LMk, HER, HEEEREBRTH -7,

HD #%F TWAHEELZLLT O A~C O 3 (FRETHRK 12 6]) OV 1:1:1 OFIE ThE
M7 o Z MM LTz, J@RIIRTE, X=X T4 L OBFEREOHE (TjFEF 7 A7 =V fafl

T AT T AR
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EESAAER. S SN 2.7.6
BEROEBDELED

JE (TSAT) 73 20%LL E2>>7 = U F 25 100 ng/mL LA | ST [TSAT 23 20%A3ii 22> 7 = U F
>3 100 ng/mL Kl ))& L7z,

ARt vX YT 2Ry bOKr Bz L)

Bt : v¥¥Tax¥y b + ROKFGIZL DM

CHE: m¥ VT 2 xF v b + FIRNEESIC K D847

F7z, UTOLBY PDA#ZITTWHEELZ DR, ABOMEMNEZ EREE L7z, DEENOE ##
TIET ¥ MMeEiToR T,

DA :PD OEE (mXx V7T 2AF v b + KOKGIZK D8M7)

EFf:HD OFEFE (ax VT ax¥y bk [BRifif/zL]) (AROHRA)

27V —=v 78 (KR4 8H) 0%, @EEEIIGBRIERGH (12 8M) ISHAANL LN,
ZOMITE 1 EBRPE LT, Z0tk, BEFITHRBIEN 4EM) ITAoT,

ETORFIIeXR YT aAHXy MEE3IERE L, aX T 224y NOBGHEE, (KE
ICEES S BRI iz 2 VT, IRELE (UITFOR), ABWMPorXxh7T 222y ho 1
BT 0 O RHE L EIX 2.5 mgkg & L7z,

(NG H{RE R
(40~60 kg) (60 #~90 kg) (90 #A~140 kg)
0T o AZ v b 60mg X7 2 A%y k100 mg a7 2 A% v k140 mg

HD BEDREIL, 27 V==V TROENHD KT A4 v A M,

JH &R

Week 5 KON 9 #frE, HEHMTIInX YT 224y hORGERAEE L Lz, Week 5 X9

T, UToLEB0 HEFEEITo-,

e HbfEM 11.0gdL K TH Y, 87 4HETHbED EFN 1.0 gdL Kifioga, vx¥7 =
AH -y N | B E LT (BLTOR),

o VWTHNOEETH, BX YT 224y b1 HbHY OiEm&EEEN 2.5 mgkg #2720 K

T LT (FRIZHT Y D722V RY ), Bil21X, 1K 100 kg DEFEDHEL L 3 ITHET D4

ERbolehf, YBT I X T 2 X2y hoh &%, 300mg Ol 3 FlfE &3
(2, 250 mg D 3 [alf5-& L=,

e HbEA 13.0g/dL ZH 2 254, XLk 48 W@Hbfmhﬂﬁzoymui@%é,n%
YT 2 2By M | BERET 50, HEL-UL 1 2% E L TO A ICI3mE K 30%E Tt
L2 (FFICH D O72WRY ),

T AT T AR
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oXYT oAy b

BADRBOE &

aXtT a2 AKXy b (EENGEY SACNGEN AT
HEL -1 (40~60 kg) (60 #~90 kg) (90 #E~140 kg)

1 (BA%AH ) 60 mg 100 mg 140 mg

2 100 mg 140 mg 200 mg

3 140 mg 200 mg 300 mg

O YT o AL v b ORKESRIT 2.5 mgkg O 3 [BEFE L LTz,

WERE R (BTERF R UFEATRT)
FHEEF : 9 60 1 (HD B : 36 i, PD A% : 124, E#f [HD B3, ka2 L] : 12 61)
fiENTIE : 60 5] (HD 3 : 48 5], PD & 12 fi)

X RILERE
NID OARMIEAS (ESRD) (2 5 BEE M EE

BIRE#E
T oM EZ 2T 356, RBoxtg s L,
1. 18~80 D HBHE
2. T X LR HRE 2
TV HEE
7 = U F 2 H 50~300 ng/mL D B
4. TSAT 78 10%~30%D BH
A7 V== OB 2 B (7 HELERRREZ 220 CTRIE) @ Hb A
T, 2O 2fEOEN 1.0 g/dL L F 0B
6. A7 U—=VZFWZ ALT L OV AST EANJEHERL EIR (ULN) @ 1.5 5L F O RE
7. A7V —=VZHHIRE Y L E L ULN BLF OB
8
9

WG HE 4 7 A, ESRD (HCH) &% LT HD XiXPD %5 (F

9]

FEIEAS 10.0 g/dL LA

ALP fE75 ULN O 2 {5 R 0 B
. I/RER DY ULN DL O B
10. A2V —=27HFICIIGFHERL EH I B E)
11. KD 40~140 kg D HEF#H

SYEE IR B BHE

BRoYE#E
LT OREEONT NIRRT 2855, ARBROXtGE LirhoT,
1. ESA ZimElc#bEInr-gs

2. T U MMEATO 4 WREIDINICEZ FRIRN G S 7 IR

3. T X AMERTO 4 BEILANIZ, BRI 8 22 70 Y UG O A DF 0 IR (i B i ERELAS ULN
) BNhHoT-EE

4. HIV, HBs HUFEXIT HCV FURDEED B

5. BYERFERE (A, B, C UXERFRZETe) KOT Vv a— A MEFRBOBEEREN S 5 B

7 AT T A MK
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EESAAER. S SN 276

e

11.

12.

13.

14.
15.
16.
17.
18.
19.
20.
21.

22.
23.

24.

25.

26.

27.

28.

BrDHBDFEED

MiET VT 2 2 3 g/dL K D B

I ol LA4E (NYHA 2338 Class I XX 1IV) 2 /02 8%

7 > 2MERTO 12 HE AN DA ZE XA MBI ARTEGERE A 2 & AL T B

7 2MEFTO 12 RN AR R TSN A Do B, Timie et fg ()« 7
S ER AR AR SUIATEEARE) 1ox L CHURFE A B G ST b B

F 2 MEFTO 4 BREILINISEEIC 2> h e — L S TWARWE T GBHTRT% ONHE I
J£ [SBP] 73 170 mmHg #B X I3HEEIME [DBP] 2% 110 mmHg #8) 23 b /-HBE, M/E
EASENIT 170/110 mmHg % 8 X 723551218, ARBRO AT ¢ 1 F = F —MEBNTEAA
AURTREDHIET L7z,

Z U LMERTO 3 1 AUNIC, B S R CRHIRE & 2 S vie s, Bz (f
Bosniak 4358 11 UL F O FEERIR FENm) A

EMEEGOBEEN S DB, 72720, SEURRBUIEMR & MR SN, 1HENYks
AT B2 T O FE R SR B, e S B U EIBR SRR AR U — 7 2 bR
<o

IRIMLERPE AN S % AT T RIREME D & DBMERIEMER R (B« &MY T~ h—FT A, [
Y o~F, BT v ™) AT LH8F ML L5645

TEEHE SR ME DAL i, #5 L < IXBEEREEN & 5 B

B ~T /7 a e gE (B AEEAMSRRRMEE, £ CToMOYTvIT) 24T 58
BRI SOE R, SR ARSI AR IR ORI & 5 B

~NEDTFY UREIE, ~NEZ nw b3 R ISR OBAIEREN S 5 BE
TEEMEDIRIN & 5 0>, TEIMVEREWGERE & 2l S iz B

B BERRMERE DS & D B

a2 b r— VAR BOUTIE GO PRI FUR IS RE TUEE 2 9 2 I8

MR B Z /T 50, 724 HMERTO 12 8 USSR BRI LTI T A A S &
Hani-BE

HETHNEIEE 2 3 5 B

e AR RICZ T T, 2T D TEOH HER, ANl IR, B szt
alx, MAANARES LTz,

AR PIC, ERRKRMLAEZ 2 Z ENTRINDBIROTINEZT L TEOH HEE
SANH 12 1 A RGO BE

AN X VIR ST B R RRRE, FLBIEGERE, SUTIRBRIEDO I A b S8 2 TREMED &
LM EEIREBIC S B B

B GHIMP UI BB, U7 7 2=V ANVKR O ET B TR ) 7 220 g HilE K
H30E 18] 500 mg #% 6 REH & LIS E#E G35 Z ER Tl SN D B

Z UL MERTO 12 BREIVINICT > Ry, 77 xafx% I, deferiprone X7 7 =7 &
77 AR DIREE =TT BE

T AT T AR
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29.
30.

31.

32.
33.

34.

35.
36.

37.

BrDHBDFEED

7 o 2EHETO 4 LRI N— 7 RER 2 Lo E
8 1

Z U BERTD
INHEE

W B AP R L BR A . 2 52 0 72 20y, B G-I sl 23 0 21 7 2 & T

Z 2 MMERTO 1T HEDPNIZ T Va3 — VX3S ELH OB ERH 50>, 7y a— ket a 1 H
WZ3MLL BT 222005 2 ENTERNVETFHIENS BE
BRORR O 5 TEIRNE G125t LT 7 LV — TmEUE OB R & 5 B

Bx T 2 X2y bIUTRBA ORBRFEFH RN -7 1 U KRR L EA 2 RIS

INZLobsEE

7 Z DMERTO 4 BELINICIEREER G SUTRRIBIR 22 07z, 1BBRICSILz, #FH LR

BRI TR BB LAIRD TR S EE

SRR SR AL T O LR
ZVEDSE, IRBREMFHEEF IR L7CBEEEZ D TOZRWEIR FTREZR B, BYEDSE,

BHEEZ WD Z EIZREET, BEHERBIZ R WEER ATRE AR S— =230 5 B

BRSO SINNT L ENEY A7 D3 D Rt & 570y, RSN A T 2 wRettn & % B

HORERIZ & 2 L IRBREAEEE A 23 FIlr L 72

BEBE Dy EE

B %Y 2 24y [ mg I : A05535 to 034L01

%Y 2 24y b mg I : A05535 to 034L02

nxH7 224y [ mg I : A05535 to 034103, A05535 to 038L01

AREORERVUEEAE
REICHESE, vx VT2 2%y FORMEHE (60, 100 XiT 140 mg) % 3 [Blf&5- L7,

AFE (HD) : uXHF 2 xZy FDOAh EBEEHFERL)

Bt (HD) : eXx %7 2X¥ v b + BOBGIZX 2847
CHt (HD) : ¥ ¥ T 2 A% v b + EIRNE G X 5847
Dt (PD) : ¥V T 2 AF v b + RORGIZL D84
Eff (HD) : u¥H9F a2 v b (BEEHFLERL)
REREE 5 AR

12 3
FHilIE B
Btk

FEFEER

Week 3~13 TP Hb HEHDORX—RA T A G DI KEA &

T AT T AR

705



BEYF 2Ky h 2.7.6

BrDHBDFEED

BIREHEE

Week 5~8, 9~13 TN 15~16 TD Hb EHDOX—R T A D OV L&

12 8 OEE IR FIC K Hb E_—AF A 5 1.0 g/dL LA E EF L, 11.0 g/dL L ET
b > TZBEFEHKOZEDOEIE (%)

Week 5, 9, 13 OV 1612 Hb Sits (Hb fEARAN—A T A 25 1.0 g/dL UL E EFH) A sng-
BEH L NZOEE (%)

Week 5~13 {Z Hb i3 11.0~13.0 g/dL T » 1= BEE KL OF DEIS

Hb )& (Hb ERAR—Z T A > 026 1.0 g/dL L L ESF) F oo i

AEL~V 1, 2 KO3 THb KEBRA LN BEELNZOEE (%)

Week 5 KON (CHI BN NE L 72 T2 BEH KL OZOEIE (%)

ARIMEROMFIE AT L0 R ST G IERSBE L 2o 2 BEHROZOES (%)

7= U F L, TSAT K OMEARIER Hb & & (CHr) DON—R T A )b O E &

Week 5~8, 9~13 JkF 15~16 OHIF T, # 1 [EOHE B IZHEE L7 Hb fE25 11.0~13.0 g/dL
T B KR CEORIE (%)

HbfEZS 11.0 g/dL LA 123 L7 C, 1 1 [EOBE B IZHIE L 72 Hb 25 11.0~13.0 g/dL TH >
7B O DEIE (%)

Hb A 11.0 g/dL DL EIZEE L7215 C, # 1 [BOE BIZHIE L= Hb fE2% 11.0 g/dL % Flal-
7B R O OFIE (%)

Week 5~8,9~13 KON 15~16 ORI T, # 1 [BIOFE HIZHE L 7= Hb EAS 13.0 &1V 14.0 g/dL
Z kAl 72 [ O DEIE (%)

Week 5~8, 9~13 kTN 15~16 OHIM T, ¥ 1 BOHE B IZHIE L7z Hb A% 10.0 g/dL LA T
T B KR CEORE (%)

ESA #5., FRifERE M SUIEROFIRNE G (CHEZFRS) DRE L 725 7o BEE KL OZ O
& (%)

WIMBIER NI & 72 5 e BEB R OEOEIEG (%)

BRI L 0B E F Ik LI BEEE O OEE (%)

Week 9 TN 13 TP SF-36 DG AT, HIKEREY 7 237 RONENY 7 Aa 7 O~—2A
TAUNEDELE

Week 9 28 13 TP FACT-An DFRE A AT DRX—R T A L inb D&

T

AEHERZR

P B A
G 1R
L

T AT T A
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EESAAER. S SN 2.7.6
BEROEBDELED

FEZZROEEQHEEAE
FEHS (BAREMERE ZE5T) 13, RKEESEVFCAT (NCD A EH558 308 HGEHYE (CTCAE)
(35 4.0 ki) # T Grade 7€ L 7=,

Grade I E B YE
1 B FEAR DI 72 WO ST DFER D 8 %, BERAVBLE ST W D72 O DBIE D K TR AL E S
VAQA
2 PR B/NR, RFTH SUIIHZEERIEIR 2 B9 5, FIicis U T B W ATREE (B . 50

HE, BERCABOE WY, EFEOMMH, &80 H) BHRshd

E%m CRECH DD, b AR e BT bD T, NI % &
T3, WENDS, BHAEE (6 : AR, BWK, BF hfLOWEM, KORA, B
0TIV OB ATB IR S S

3:H

s

4: Emafod | MRELTUEMEENT, BRAEBELETD

5: 5T AEFRIIL DT

ARELOEEHDHIERE
TRBREE & OB I > CTHIE L, TEEDH Y | T [725ABEH Y | OV itk
YL72bor, BWERAEER LT,

HEH Tk

R AR IR YL

ARBTHE, BRYT 224y NORMICKT BUHER A RS 570, BPRACHINT L 0%
EORBROBBUIESE, 60 BIAHAANT, £ARTORISERFT D720, 4FE 12 66
7% S BEERIE LT, BABUE, AR &IIT L CRIE LT b0 TN T,

TR REH
BRWERHGxI 4 (EE) %M :
BB A 2 LI EE S, 2o 2 #E T Hb IS R 2T O RE
IR ORISR EH (FAS) -
T UoEAMES I, ERIEE 1R ERE S, &5%I12 1 BIELERHM S a2 ToORBE
LRNERRITRI 4L (SAF)
RXHTF 2 2Ly Ml ELLERE SN2 TORE

ik
Week 3~13 TO K Hb HX—A T A UL AEBICEL LT E D DO, &#ECTxit
DHHtBTEEANTHRE LT, SR TOREMEEICIX, FHEMETIERs s (ANCOVA) +

T, fEEBTIER VAT 4 VEUFET A E AN, X—2 T A O Hb ELK OETERIREDH
i (ITSAT 23 20%LL £ > 7 = U F 228 100 ng/mL LA E | ik TTSAT 23 20%Awi 2> 7 =V F

T AT T AR
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EESAAER. S SN 2.7.6
BEROEBDELED

A 100 ng/mL A5 ) TR L7z, RHHEZEATV, 22 FE Lz, & COMGHFIRE T mEA
HKHE0.05 & LT,

FEFHIE B OfEHTI I RN E Z V7o, MoFHiE H CrERMIE 2 last observation carried
forward (LOCF) % FAWNTHlise L7z, SRHIME (H5ER L) &2 AWIZi#ir T, REE 04T & LT FAS
THT LT,

Hb )i E TOHAM O RAE L, #E 2 &2 Kaplan-Meier 5% W THEE L7z,

TEH

BHEFHRIZOWT, MedDRA Version 14.1 Z VY, 2B BIKRGFE K OFEARGEICHEWSFE LT,

2.7.6.35.2 HEExI &

BEONRRUVETNRER

60 BIAKAAAINL B, ZDONRIZA, B, C, DXV ERIZE 2 CTHo72, ZDHHHD O
BE (A, B, C KOER) 248 45, PD DFEFH D) BN 1261 TH -7, 60 B0 > 5 76 (11.7%)
W& 5E T CTEF, 56 (8.3%) MG 2 ik Lz, #EHIEFRI, AEFFRN 246 (3.3%),
FEEN 1B (1.7%), [FERED 1 6E (1.7%) KoM (BHEREDEIE) 23 141 (1.7%) Tho
Tmo BEEHRTRLSLCRIELEZ 26805 5, 1HIIETICE D IR, b9 1 Ezof (RER
WRPEET) Ik baHIETh o T,

FAS 1Z1% 59 1l (98.3%) 7%, EE #£HNTIE 55 6 (91.7%) 7%, SAF (21342 60 B3 & b/ (&
2.7.6.35-1),

vy

% 2.7.6.35-1 BEONREVEITREH
A+E B B B CHt D f
(HD, $k72L) | (HD, Mgk | (HD, #iE8%) | (PD, #&M8K) &t
(N=24) (N=12) (N=12) (N=12) (N=60)
n (%) n (%) n (%) n (%) n (%)
P55 T HRE 23 (95.8) 12 (100.0) 10 (83.3) 10 (83.3) 55 (91.7)
HERsETHBRE 21 (87.5) 12 (100.0) 10 (83.3) 10 (83.3) 53 (88.3)
BRI B 3(12.5) 0 2(16.7) 2(16.7) 7(11.7)
Bk BE 1(4.2) 2(16.7) 2(16.7) 5(8.3)
P 5 -
HEEG 1(4.2) 0 1(8.3) 0 2(3.3)
TS 0 0 0 1(8.3) 1(1.7)
[l 0 0 0 1(8.3) 1(1.7)
F O 0 0 1(8.3) 0 1(1.7)
FRHT T AR R
SAF 24 (100.0) 12 (100.0) 12 (100.0) 12 (100.0) 60 (100.0)
FAS 24 (100.0) 12 (100.0) 12 (100.0) 11 (91.7) 59 (98.3)
EE 4[] ® 23 (95.8) 12 (100.0) 10 (83.3) 10 (83.3) 55 (91.7)

EE : BEMEEEG %4, FAS : IR OMENT %I %4£EM, HD

a: BEINFEEEZED OB 5 HIH EE L LRI S,
Source : FGCL-053 (5.3.5.2-4) Table 5, Table 6

T AT T AR

s MiEZE T, PD : JEREHT, SAF @ ZaxMEMtT < AL




oXYT oAy b

AOREHFRRE R CMb D E (B

BELT, _"—RAFA 4%, HD BN (A+E, B R ONC BE) Tk L v Cun=2s, PD R

(D#) TIIHD L DENA LN, PDEE (D#E) TiE, LENEL, FHKRE, FHFEK
OVEE) BMI MELS, =R T A O Hb fER @ o7z,

BIRTIE, SEEEERD 501 5%, HAN 0% ETHY, BEELHIXIZERETH -7z, N—

2.7.6
BEROEBDELED

AT A TIL, FHETIES 2.2 7 A (FFH : 0.8~4.0), BEHTBALARED ) eGFR 23

10 mL/min/1.73 m> (&iPA : 1.9~24.8), V14 Hb {75 8.3 g/dL, ‘F-¥J TSAT 78 19.1%, P77 = U F

Y3 1574ng/mL Tholo, N—RZ T A ATEFERIREE (TSAT 28 20%LL x> 7 = U F
100 ng/mL LA |) & Hlr Sz BB OFIEIL 283% Th > 70 (K 2.7.6.35-2),

£ 276352 AO#MEAFHHFERUOMOEENE : SAF
A+E B B # CHE D ##
(HD, #72 L) (HD, #A&)| (HD, #i1:8k)| (PD, f&AEK) &t
(N=24) (N=12) (N=12) (N=12) (N=60)
EE (%) EHME EYERZE) | 49.6 (17.7) | 46.8 (14.6) 53.1 (12.6) 51.4 (12.4) 50.1 (15.0)
g fE 50.5 48.0 57.0 51.0 51.5
i 21,75 24,70 32,71 30, 68 21,75
GBI 18~65 7% 20 (83.3) 11 (91.7) 10 (83.3) 10 (83.3) 51 (85.0)
n (%) 66~75 % 4 (16.7) 1(8.3) 2(16.7) 2 (16.7) 9 (15.0)
P, F 15 (62.5) 9 (75.0) 5(41.7) 2(16.7) 31(51.7)
n (%) Eigis 9 (37.5) 3(25.0) 7 (58.3) 10 (83.3) 29 (48.3)
NFE, HA 23 (95.8) 11 (91.7) 11 (91.7) 10 (83.3) 55 (91.7)
n (%) VPN 0 0 0 2(16.7) 2(3.3)
BEAXIET7UH
27 A A 0 1(8.3) 1(8.3) 0 2(3.3)
ZFDih 1(4.2) 0 0 0 1(1.7)
293 LEAR=y T - T
oz 1(4.2) 0 1(8.3) 0 2(3.3)
A=y -
Soox 23 (95.8) 12 (100.0) 11 (91.7) 12 (100.0) 58 (96.7)
& (kg SER)E (BEHERZE) | 73.2 (15.6) 77.4 (13.6) 79.9 (22.8) 59.9 (12.1) 72.7 (17.4)
Tl 68.1 76.7 77.0 59.8 68.2
o 48.0,110.0 | 58.7,107.5 | 49.5,134.0 40.1, 84.7 40.1, 134.0
H&E (cm) FEIE BEHERZE) | 169.3 (9.9) 171.4 (9.0) 166.3 (7.9) 161.9 (9.4) 167.6 (9.6)
el 170.0 172.0 165.0 162.0 169.0
i 149.0,188.0 | 154.0,186.0 | 152.0,178.0 | 144.0,178.0 | 144.0,188.0
BMI (kg/m?) SEEE (BEYER ) 25.7 (6.1) 26.5 (5.3) 28.6 (6.5) 22.9 (4.7) 25.9(5.9)
el 23.5 24.4 28.0 21.5 23.9
HpH 18.3,40.5 19.8,36.3 21.4,43.8 17.4,35.3 17.4,43.8
B #AIEF eGFR® FEIE (BRERE) 10.9 (4.7) 12.6 (6.1) 7.6 (3.3) 7.9 (3.8) 10.0 (4.9)
(mL/min/1.73 m?) | offE 10.3 10.9 8.0 7.0 9.2
HpH 4.0,19.6 5.0,24.8 3.0, 12.1 19,143 1.9,24.8
P Vg FEIE (BRERZE) 7.5(2.5) 7.8 (3.0) 18.5 (40.6) 7.0 (3.1) 9.7 (18.3)
eGFR g fE 73 7.6 7.0 6.5 7.2
(mL/min/1.73 m®) [ 5[4 41,134 37,148 42,147.4° 37,133 3.7,147.4
BB AARED) | SERE (FHERZE) 2.2(0.9) 2.1(1.1) 2.1(0.9) 2.2(1.0) 2.2(0.9)
LOWIM (H) | HE 2.3 1.8 2.1 1.6 2.0
T AT T AR
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BaDREBENOFELED
A+E B B CHt D #f
(HD, #:72 L )| (HD, #&A#%)| (HD, ##L#k)| (PD, #&RH#k) At
(N=24) (N=12) (N=12) (N=12) (N=60)
i 1.0,3.9 0.8,4.0 1.1,3.9 1.1,3.9 0.8,4.0
Hb & (g/dL) FHE (R R 8.0 (1.2) 8.5 (0.9) 8.3 (0.9) 8.8 (0.7) 8.3 (1.0)
hufE 7.9 8.5 8.4 8.9 8.4
i 5.8,10.0 6.9,9.7 6.6,9.5 7.7,9.9 5.8, 10.0
Tz Fr EHE FEERZE) | 153.6 (62.0) | 162.5(106.8) | 173.1(86.6) | 144.3(79.2) | 157.4(79.3)
(ng/mL) b o fiE 144.3 124.3 170.3 156.5 138.3
HPH 70.0,273.0 | 75.5,457.6 | 46.8,290.5 | 36.5,270.5 36.5, 457.6
TSAT (%) FEE BRI RS 18.3 (4.2) 19.0 (3.4) 20.7 (9.4) 19.4 (5.8) 19.1 (5.7)
b o fiE 19.1 18.6 17.7 20.0 18.9
A 7.4,25.7 14.1,23.9 10.9, 47.1 9.6,29.6 7.4,47.1
ST KRR | BhFEEC 7(29.2) 4(33.3) 2(16.7) 4 (33.3) 17 (28.3)
HE n (%) BRALE ¢ 17 (70.8) 8 (66.7) 10 (83.3) 8 (66.7) 43 (71.7)

BMI : {A#F8%%, eGFR : #F-RERAJEEE, Hb: ~E 7 a by, HD: k&N, PD : MEEENT, TSAT: FF
27 = U R

a: BA%ANF eGFR 1L, N—R T A a2V, BITNMEL 2o LNIREDME

b 1 FITHIVER A DI, REBFIIBEEESEEL WD L2n, BBRaHik L,

¢ : TSAT 28 20%LL x> 7 = U F 253 100 ng/mL UL _E

d : TSAT 73 20% K572 7 = U F 73 100 ng/mL K

Source : FGCL-053 (5.3.5.2-4) Table 7

2.7.6.35.3 JREREDRE

SAF TORFHT 2 2% v b OFERELIMIL, 104~11.7 8E] TH -7 (£ 2.7.6.35-3),

REYT 222y FORERGE (REHRE) OVHEIE, 1 EMSZY 40mgkg THY, =
OFEEE 3 BNy TR SNz (1ESH7Z 0K 1.3 mgke), kbR (KRELRF) O FE
X, 1EM®7ZY 41 mgkg THY, BlARGELFEKTH o7, HD BED S b, itz
TERETO 1AM ORI E#F (KEEE) 13, ST TR0 lmBEITHATOR
RVME A 23 B ALz, PD B (DB T, 1 EM S0 OFREEGEO MR, Btk E
OFEMEIZ AR TE D 0Tz, BX VT 2 2% v NOFHEG-8EIZ, HD BE L PD BH TEITAD
nigmolo (£2.7.635-4),

IR TOVEYIIRERESFRIL 99.0% Th > 7= (5 2.7.6.35-5),

T AT T AR
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Bz DHBOFEED
% 2.7.6.35- 3 BREREDEZM - SAF
A+E B B # C ¥ D ¥
(HD, #&721L) | (HD, #&10gk) | (HD, §Egk) | (PD, #&O&k) At
(N=24) (N=12) (N=12) (N=12) (N=60)
WEFEMIE OE) °
T R R ) 11.7 2.1) 11.5(1.7) 10.5 (3.5) 10.4 (3.8) 11.2 (2.7)
HhYuiE (BEPH) 12.0 (2, 13) 12.0 (6, 12) 12.0 (2, 12) 12.0 (1, 12) 12.0 (1, 13)
1~53, n (%) 1(4.2) 0 2(16.7) 2 (16.7) 5(8.3)
6 #LLLE, n (%) 23 (95.8) 12 (100.0) 10 (83.3) 10 (83.3) 55 (91.7)
HD : fi##EAT, PD : JEREGEHT
a : VRRIKDUREE ol
Source : FGCL-053 (5.3.5.2-4) Table 14
£ 276354 RREORBKBREERVERESE : SAF
A+E B B &t CHt D #f
(HD, #:72 L )| (HD, #H#)| (HD, #iL$k)| (PD, #&H k) &t
(N=24) (N=12) (N=12) (N=12) (N=60)
B AR 58 EEIE (BEYEFZZ) | 101.7(22.0) | 103.3(20.6) | 103.3(20.6) | 76.7(20.6) 97.3 (23.1)
(F f£+iF) 60 mg, n (%) 3(12.5) 1(8.3) 1(8.3) 7 (58.3) 12 (20.0)
(mg) 100 mg, n (%) 17 (70.8) 9 (75.0) 9 (75.0) 5(41.7) 40 (66.7)
140 mg, n (%) 4(16.7) 2(16.7) 2(16.7) 0 8 (13.3)
LA H =0 o | FHE FEAEFEZE) | 305.0 (66.0) | 310.0 (61.8) | 310.0 (61.8) | 213.3(85.0) | 288.7(76.9)
B AR 58 g fE 300.0 300.0 300.0 180.0 300.0
(mg) i (180, 420) (180, 420) (180, 420) (60, 300) (60, 420)
1M &HZ o | FEE FHERZE) 4.2 (0.5) 4.0 (0.4) 4.0 (0.5) 3.5(1.0) 4.0 (0.7)
B AR G5B g fE 4.3 3.9 3.8 35 3.9
(mg/kg) i (3.2,4.9) (3.1, 4.6) (3.1,4.9) (1.0, 4.8) (1.0, 4.9)
A H =0 o | FHE EAEFEZS) | 320.4 (130.7) | 311.7 (180.9) | 294.2 (166.6) | 245.8 (128.4) | 298.5 (147.7)
5L S I EEN 3 e fE 300.0 300.0 300.0 180.0 300.0
(mg) i (120, 600) (40, 600) (100, 600) (70, 450) (40, 600)
VM H7=0 o | Tl EERE) 4.4 (1.5) 4.1(2.4) 3.7 (2.0) 4.1 (2.0) 4.1(1.9)
A& H LA 43 3.8 3.2 3.7 3.8
(mg/kg) i (1.3,7.5) 0.7, 8.1) (1.3,7.6) (1.1,7.4) 0.7, 8.1)
HD : fi##EAT, PD : JERELEHT
Source : FGCL-053 (5.3.5.2-4) Table 15
#+27.635-5 GAREOIREIKR : SAF
A+E B B # C ¥ D ¥
(HD, #72L) | (HD, #&H#&) | (HD, #gk) | (PD, #&HEK) &t
(N=24) (N=12) (N=12) (N=12) (N=60)
IRIEEFE (%)
EHIE (R 72) 99.5 (1.8) 99.8 (0.8) 99.8 (0.8) 96.3 (10.3) 99.0 (4.8)
g fE 100.0 100.0 100.0 100.0 100.0
i e (91.7, 100.0) (97.2, 100.0) (97.2, 100.0) (63.9, 100.0) (63.9, 100.0)

HD : fi##EAT, PD : JERELEHT

AREEG ST = (IE L < &G S/ 7iE Sk G EE) x 100

Source : FGCL-053 (5.3.5.2-4) Table 8

T AT T AR
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BEYF 2Ky h 2.7.6
BrxDHRBOELH

2.7.6.35.4 A4

FEFMIEA
Week 3~13 TO Hb EDR—R S A4 U6 DERRAXEIL=E

EE f£HI T, week 3~13 TDO Hb EDX—A T A )b D RELEZ MR LTCREER, Wiho
B (WTHOIREE) T, ST OABEIZEIRZR < FH Hb EIZR— X 7 A U2 BLFGHFRIIC
HEIZ LR L7z (P<0.0001), A TIE, Hb [EDOR—2 T A 95 D KAV B OFEHEIT 3.1 g/dL
Th o7z (P<0.0001), Hb [EDOR—RZ T A D DR RKE(LEDFEHEIL, ¥ T 222y |~ +
PROERIRNIES. (CRE) IR NS B LODE) T, ux¥ 5T o AKXy hOK (BEFE2RL)

(A+E Bf) ITHRTRE DTz,

Hb EDON—R2 T A U inb DR REEDOEHMFEIZ, SoRknkbsH BH) uoXHhTrax
Xy O (FAiFR72 L) (ATE ) CHEMFIICHERZTA LT, E8kOfIRNESH

(CHE) EuXHTaxFy bk i L) (A+E#E) THREFIICAEREILA LR
Mmolo, 72720, HhEDR—R T A b D KL EOVEIL, B EENL O C BET A+E BEIC
T RENSTZ,

HbEDR—2 T A 935 D KEALE DOV, Sl FEdH D OREFT33~35g/dL, n ¥+ 7 =
Ay hDF (FAHFER L) ORET28g/dL Thotz (W—RAT A L DL - P<0.0001) (3%
2.7.6.35-6),
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2% T 2 AKX b 276
BErOHBEDE LD
% 2.7.6.35-6 Week 3~13 TO Hb EDR—X T4 b DixAZE{L=E : EEEMH
A+E B B fif CHE D ##
(HD, #72L) | (HD, #&RA&k) | (HD, #Eek) | (PD, AR &t
(N=23) (N=12) (N=10) (N=10) (N=55)
N—2F A Hbfl (g/dL)
I E (YRR E) 8.1(0.2) 8.5(0.3) 8.4 (0.3) 8.7 (0.2) 8.4 (0.1)
HhuE 8.0 8.5 8.4 8.9 8.4
b (5.8, 10.0) (6.9, 9.7) (6.6, 9.5) (7.7,9.9) (5.8, 10.0)
% K Hb fE (g/dL)
M R YERR ) 10.8 (0.3) 12.0 (0.5) 11.9 (0.4) 12.0 (0.3) 11.5 (0.2)
e fE 10.6 11.6 12.2 12.4 11.6
HPH (8.7,12.8) 9.8, 15.3) 9.9, 13.4) (10.2, 12.7) (8.7,15.3)
Hb ED_—Z T A L )vb D RZEL R (g/dL)
SR (FEUERR ) 2.8(0.2) 3.5(0.5) 3.5 (0.4) 3.3(0.2) 3.1(0.2)
i 2.7 3.8 3.4 3.1 32
HpH (0.9, 4.3) (0.8, 6.9) (1.5, 5.0 (2.4,4.7) (0.8, 6.9)
iEé%;f74/ <0.0001 <0.0001 <0.0001 <0.0001 <0.0001
P il (Cxhbbig)
A+E BE L Dbl © NC 0.0757 0.0630 NC NC
B B & o bl NC NC 0.8653¢ 0.8982¢ NC

Hb: ~E7 v tr, HD: MKEH, NC: ZHEF, PD: EFLEHT
X=X T Ay (0 &£F5) LTS RE

a
b
c
d

B S 13

:HD 3% (A+E, B KO CHE) OF — XX DT
:BEEE O D BEOT — X X Db
Source : FGCL-053 (5.3.5.2-4) Table 9

EE T, Hb EON—Z T 14 U b DR KRZILEOFEHEIL, B oRknks) & C
B (BRoFIRNES) TIZREETHY, DEE (PD BE, SoRn#s) ThLREETH-=Z, Zh
S OFERIX, FAS THRIBETH - 72, FAS TiX, Hb ED_—2 T A )6 O KL B O 5l
%, CHET33g/dL, DHT3.1gdL THV, MOBEDOFER S EEEM LRtk TH -7,

Hb I, W ORE TR OF BIZEIR2 < week 4 LIFFIZAR—RF 4 b 1 g/dL BLE E
FH L, week8 ETIZR—RT A b 2gdL UL E ER L=, SliFTEH D ORETIE, SROBERKE
(B #5- : B X O'D #f, #RINEES - C#E) 1CRfR7Z2 <, 4 Hb EIE 12 OGP Iz b
AUkl 7=, HbfED BRI, CBE BROBARNEE) LFEERIC B (RO&ks) CHEEETH -
Too B LORE (A+EBE) TiX, week 9 #1244 Hb fEIIBIT VN & 2o 72 (1X2.7.6.35- 1),
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RXYF 2 ALy b 2.7.6
BRDRBROE LD

X 2.7.6.35- 1 EH Hb [EDHEFS - EE £H

<
-
RSy
R
c
£
%’ 11 s EEE NN NN NN EEEES NSNS EESEEEGQEEEEEEEE ssmmms I .
£
© 10 Frerssnsnsnsnnnnnunqesnnnnns i e ieanan e nsnnnnnnnnnsnn TN e TT T e sa s ana s ¥
I
w —>—HD no iron (n=23)
7 Lo T et HD oral iron (n=12)
= —a—HD IV iron (n=10)
é - (T R ®— PD oral iron (n=10)
0 1 2 3 4 5 6 7 8 9 10 1 12
Study Weeks

Hb : ~EZ7 v b, HD: MiKEN, IV : FEIRANES., PD : JEEZENT, SE : fmuEiazE
Source : FGCL-053 (5.3.5.2-4) Figure 2

BIREHEIE R
RAHOERU Hb EOR—RXS A4 b DRAEILE
EE 2R TIE, Hk Hb fEA 10~11 g/dL TH - 7= BF OEIA1E 20%, 11~13 g/dL OFIEIE
50%LL E, 13 g/dL BOEIGIL 11% Th -7z, K HbEN 11~13 g/dL TH -7 EBEFEOEHEEIX, D
B (PD BE, $koROES) 6] [90.0%]) THOFHILERTEN-7228, ZHULDFETR—
AT A D HbERE - Te 2 & DB—EIRIK & 7o o fREMEN B 2 iz, HD BE TlE, gl
7L (A+E ) C8Mlind L (BO#&h  BE, FIRNES : CHE) THRIEFEHKTH =,
2IRT, HbERR—AT A 05 1 g/dL VL bk ER U7 B#F T 5361 (96.4%), 2 g/dL ULk &
L7-BEDOEAIX80%LA L, 3g/dL B ER LI-BEDOEIAIL52.7% THh -7 (72.7.635-7),
FAS TORER B FRIETH -7,

T AT T ARG
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oXYT oAy b

276

BrDHBDFEED

% 276.35-7 Week3~13 TORAKHbERUV Hb [EDAR—RXS A4 UhbDHRAZEILE . EE&E
A+E B B ## C R D &%
(HD, #:721) (HD, #&Q%) (HD, #aEgx) (PD, #®XH&K) Gt
(N=23) (N=12) (N=10) (N=10) (N=55)
n (%) n (%) n (%) n (%) n (%)
K Hb fE (g/dL)
<10 6(26.1) 1(8.3) 2 (20.0) 0 9 (16.4)
10~<11 7 (30.4) 3 (25.0) 0 1(10.0) 11 (20.0)
11~13 10 (43.5) 5(41.7) 5(50.0) 9 (90.0) 29 (52.7)
>13~14 0 1(8.3) 3 (30.0) 0 4(7.3)
>14 0 2(16.7) 0 0 2 (3.6)
Hb fEDX—RF A b O KRE (R (g/dL)
<1 1(4.3) 1(8.3) 0 0 2 (3.6)
>1 22 (95.7) 11 (91.7) 10 (100) 10 (100) 53 (96.4)
1~<2 4(17.4) 2 (16.7) 2 (20.0) 0 8 (14.5)
2~<3 9(39.1) 2(16.7) 0 5 (50.0) 16 (29.1)
>3~<4 7(30.4) 2(16.7) 4 (40.0) 3 (30.0) 16 (29.1)
>4 2 (8.7) 5(41.7) 4 (40.0) 2 (20.0) 13 (23.6)

Hb: ~E7 1 tr, HD: MmiKEN, PD : ERENT

Source : FGCL-053 (5.3.5.2-4) Table 10

Week 2~5, 6~9 RU 10~13 TO Hb fEDR—RS A4 VML DELE

EE £H T, B5BtA% 48 (week 2~5) THH Hb EBA—A T A 05 1.0 g/dL Lk E
A LTCBEORGILS50% L ETh o7z, ZORIGIE, £O%D 4 (week 6~9) TIZIE 80% &
720, ZDO%O 4’ (week 10~13) T90%LL L7257,

EEJHb ERAN—A T A 935 3 g/dL P B EF L2 B OFIEIE, week 6~9 T 16.3%, week 10
~13 T333% Ch o7, Week 6~9 |[ZFEJ Hb fHNN—R T A )b 2 g/dL~<3 g/dL L5 L7/
Fix, 1841 (44.0%) ThH-o1z,

et L2 2 TOHMICBNT, EHHbERSN—R T A U052, 3k N4gdL Ll E ER LZE
FOHEIL, ATERE (Bl L), B oRkn#h) KOCH ROk E) Tk
teRFEETH o7,

FAS TORER bR TH -7,

Week Z & D Hb &I
Hb SO ELA T D EZITIE G L7z,
e Hb &1 : Week 3~13 IZ Hb fEDR—A T A B OE{LEN 1 [A] 1.0 g/dL DLk
e Hb & 3 : Week 3~13 IZ Hb fEDX—R T A 02602 k&Y 1 [8] 1.0 g/dL LA E, 2>> Hb
&% 10 g/dL L |k
e Hb /)& 2 : Week 3~13 IZ Hb EDX—RA T A 02 bOZALEDS 18] 1.0 g/dL LA E, 2> Hb
Il 11 g/dL PA L

T AT T AR
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REYFa RSy b

2.7.6

BROHEBRDE LD

12 O GHEHIZ, Hb K 1 GREARZRE) RAo-REEEOEIEIE, WIiho
BECHEMAOA IR < 90%% B2 T, Hb i 3 TOEIAIE, Hb UG 1 & RERICH
& Cd -7z, Hb St 2 TOHEIEIEL, DET90%, CHET80%, BEET 67%, A+ERET43%ThH
D, N=ZXTA O Hb EIZTNEN 8T (HPH : 7.7~9.9), 8.4 (6.6~9.5), 8.5 (6.9~9.7)
KUN8.1(5.8~10.0) g/dL Toh 7= (F 2.7.6.35-8, ¥ 2.7.6.35- 2, ¥ 2.7.6.35- 3 L '] 2.7.6.35-4),

$#27635-8 Week3~13(ZHb ki1, 3RU2AH#5N-REBEDES : EE £H
A+E #f B # CHE D #if
(HD, #72L) | (HD, #&H&k) | (HD, #E8%) | (PD, #&XH$k) &t
(N=23) (N=12) (N=10) (N=10) (N=55)
n (%) n (%) n (%) n (%) n (%)
Hb S 1 22(95.7) 11 (91.7) 10 (100.0) 10 (100.0) 52 (96.4)
Hb [t 3 17 (73.9) 10 (83.3) 8 (80.0) 10 (100.0) 45(81.8)
Hb i 2 10 (43.5) 8 (66.7) 8 (80.0) 9 (90.0) 35 (63.6)

Hb: ~EZw vy, PD: EEET
Source : FGCL-053 (5.3.5.2-4) Table 11

X 27.6.35-2 Hb &1 (HoEDZELEHA1.0g/dL LLE) A LN-BIEEEDES - EEE
100 o —
904 — . & g 2
- //
& 801 '

Cumulative Response Rate
S
o
l

- A+
e B:
. C

Treatment Group:

E: No Iron (N=23)
Oral Iron (N=12)
IV Iron (N=10)

i D; Oral Iron (PD Subjects) (N=10)

BL: X—Z2F A, Hb: ~EZ B LY, IV

-
-

P

Source : FGCL-053 (5.3.5.2-4) Figure 3

T T T

6 7 8
Analysis Week

T AT T ARG
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0XYT 2 AH Y 276

BROHEBRDE LD

2.76.35-3 Hb K3 (Ho fEDZEILEA 1.0 g/dL BIE, 7D Hb &A% 10 g/dL LI L) A&

Cumulative Response Rate (%)

BL :

N-REEEFEDES . EE &M

100-
90
7 <
80 A r¥ la - - a
70 / / ~
60—
50
40
30—
20" Treatment Group:
18 o A+E: No Iron (N=23)
i B: Oral ron (N=12)
T —&— C:IViron (N=10)
:‘ ~—<»—D: Oral Iron (PD Subjects) (N=10)
-5
BL 2 3 4 5 6 7 8 9 10 1 12 13
Analysis Week

R—2F5 (v, Hb: ~EZrbEy, IV: #IkNEE, PD : JEESET

Source : FGCL-053 (5.3.5.2-4) Figure 4

[ 2.7.6.35-4 Hb RIit2 (Hb fEDZEILEA 1.0 g/dL LLE, ™D Hb{EA 11 g/dL KLE) AH 5

Cumulative Response Rate (%)

BL :

n-RHEEEDEES  EEEMH

100
90
80
70
60—
50
40
304
20 Treatment Group:
15 . A+E: No Iron (N=23)
— o B: Oral Iron (N=12)
5 - C: IV iron (N=10)
0 A D: Oral Iron (PD Subjects) (N=10)
5
T T T T T T T T T T T T T
BL 2 3 4 5 6 7 8 9 10 1 12 13

Analysis Week

R—25 (v, Hb: ~EZa by, IV: #IRNES, PD : JEEET

Source : FGCL-053 (5.3.5.2-4) Figure 5

T AT T ARG
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EESAAER. S SN 2.7.6
BEROEBDELED

#1[E Hb &It FE THHAR O R {E

Hb A _—RF A /6 1.0g/dL LA E EF3 25 FCoOMM (Hb KUG 1 £ TOHIM) O i
X, WTFNORETH 4.0l TH-72, Hb G2 £ TOMMOPRAEIE, B, C LD BETIX 7~
95 Lk CTH -7, ATERETITEH TE 220 o7, Hb Kk 3 £ TOHMOHFIEIL, W
NOBTHLREETH ST,

FAS TOfERBFEERTH 72,

#E Hb RGN Aoz ED 1 BEH-Y DIREE
EERTIE, MR Hb JOSBRA LN/ EOr¥HT 224y v 1 &2 O8I,
350 Hb Wit CRBECTH ~ 7= (42~4.3 mg/kg) (3 2.7.6.35-9),

%£276.35-9 HEHb RieHAHLNI=EZD 1 BEIHI-YDFEHIRSE - EE £H

A+E B B CHt D #t
(HD, #72L)| (HD, #&#H&k)| (HD, #Egk)| (PD, #FHEK) &t
(N=23) (N=12) (N=10) (N=10) (N=55)
Hb SO 1 (RRZ{bED 1.0 g/dL LA 1)
FOGBE (%) 22 (95.6) 11 (91.7) 10 (100.0) 10 (100.0) 53 (96.4)
1M H 70 OE55 (mg/kg)
VA () 42(0.5) 42(1.2) 4.5(1.4) 43 (1.4) 4.3 (1.0)
Hb SOt 2 (B RZE(L 723 1.0 g/dL BL E, 7> Hb {725 11 g/dL Ll L)
RIS HERE (%) 10 (43.5) 8 (66.7) 8 (90.0) 9 (90.0) 35 (63.6)
LEM S0 o h 5 (mg/kg)
A () 42(1.1) 3.8 (1.0) 43(1.3) 4.6 (1.6) 42(1.2)
Hb SOt 3 (B RZE(L 723 1.0 g/dL LA E, 2> Hb f2Y 10 g/dL LA )
FOSEBE (%) 17 (73.9) 10 (83.3) 8 (80.0) 10 (100.0) 45 (81.8)
1M H 70 OE55 (mg/kg)
TN (e ) 4.0 (0.6) 4.4(1.3) 42(1.1) 4.6(1.2) 43(1.0)
Week 12 DuaXHF 2 2%y hokb&E
N 23 11 10 10 54
FEIE EERE) 4.5(1.5) 43 (2.4) 4.1(2.0) 43 (2.1) 43 (1.9)
HhYuiE (BEPH) 44(13,75) | 39(0.7,8.1) | 3.7(1.3,7.6) | 3.8(1.1,7.4) | 4.0(0.7,8.1)

Hb: ~EZ B, HD: MiEEHr, PD : MEEHT
Source : FGCL-053 (5.3.5.2-4) Table 12

RERBNVELES-EBE

SAF Tli¥, week 5 IZHBEFIENRNEThH o2 BHFIL49.1%, BELEHIL29.1%, HELEZ
BAEIL 20%, BeH2 T L7 BE X 1.8% Th o7, Week 9 Tk, FHEFAEAREN 50.0%, JHE)
7.4%, HIEN 38.9% Th o7l

BMOHERY Ho EOHRE

EE 4[] T, Hb [EDON—Z T A b D RZE(LED 1 g/dL LA L, 73D Hb fEA% 11 g/dL LA £ T
b ol BEE, 5561 3541 (63.6%) Th o7z, 356105 H 196 (54.3%) TiX, week 10~13
DI Hb 7Y, BAEHPFETH S 11~13 g/dL NICHERF S Tz, Sl oREL 22 L
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BEYF 2Ky h 2.7.6
BrxDHRBOELH

DFETENHLNIZDN, BEENDIRN-T-Z 80D, 2L OEOEEOMIIZNEETH -
77

Hb [EDR—2 T A D DI RZELEN 1 g/dL LLE, 7>> Hb 23 10 g/dL L EToh -~ 7= B
1L 45 B CTh o7, 4561055 38 6 (84.4%) TIX, week 10~13 OHAMIZ T Hb EAS, HIEE
PHCd % 10~13 g/dL WICHERF S 71Tz, BERIICEIRD B 2 235 b o Tz,

ESA &5, FRMEREMIM X IEEDHIRAES (CHZEZR) PRELLGSESE
3BINSREFRIEEZ LI L Uiz, 1B (C ) ZEEOR MO Dim 25 F 7=, o 1 5] (B #)
1%, BHEOERRZ OI=DIZEROFIRNE S22 1F, MEE RO OIC iz )7, 0 o1
Bl (EED) 1%, AEHES (/IMWEEIE) O OEkOFIRNE 5% 5% 1 7,

MEFTRICEYRARZRIEL-EE
SAF T, ZhEAR+oic L iRz ik Lz BE W o 7,

Iz )FUBRUT Iz FUEDAR—RZA4A UM DEILE

EE£MTIE, WINORTHEMAEOAEIZERR <, HEHEH% 2~3 HIIC R 7 =V F
MEIE T L, #5% 4 B8 DIEIE V2o, T = U F U, CBE (BROFIRNES)
TBH (BkOROEE) ICHXTEN SR, WTRORETYH 100 ng/mL LA EZ#ERE L Tz,
72, BMOCHOYY T = F 8L, D#F (PDEE, HoROKS) ([ZhATEN-720,
D BED Y7 = U F UAHIE 60 ng/mL LA_EZHERF LT 2, A+E B (BRMliE72 L) TiE, RBRI&T
Rk CHH 7 = U F R R BIE -7 (K2.7.6.35-5),

FAS TOfERBFEERTH 72,

7 AT T A MK
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EEAAES S A

2.7.6
BROHEBRDE LD

276355 FEHI)FUEDOHT  EE £H
190 Treatment Group:
N . A+E: No Iron (N=23)
170— —%+—— B: Oral Iron (N=12)
i —&— C:IViron (N=10)
—<4—— D: Qral Iron (PD Subjects) (N=10)
150
é’ 130
E .
=
2 110+
o _
w
S 90-
c
© -
2
70—
50—
304

BL: X—RT A,

T T T T U T T T

2 3 & 5 6 7 8 9 10 " 12 173

Analysis Week
IV : #ARNES., PD : JEREEHT

Source : FGCL-053 (5.3.5.2-4) Figure 6

FHTSATER U TSAT EDR—RX S A4 U bDELRE

EE $£H T, SO A#E TEARNEES-& 0 ORETIE, week 8 LABED 14 TSAT T FTe4
15%%& 2 Tz, ST LORE (A+ERE) TIX, V¥ TSAT TR~ I T L, # 10%5H7-
DWTTT h—IZEL, BEGETRFE TR L (¥2.7.6.35-6), FAS TOFERBFEKTH 72,

T AT T ARG
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REYF AL | 2.7.6
B2 DHBEDE & 8

2.76.35-6  F¥ TSAT [EDHT : EE £H

30
25
s 20
<
) o
o 15
w
2 10
: —>—HD no iron (n=23)
g —f1—HD oral iron (n=12)
= 541 —a—HD IV iron (n=10)
—&—PD oral iron (n=10)
0

Study Weeks

HD : MfigZEHT, IV @ # RN E S, PD @ IERSENT, SE : fRHERGE, TSTAT: h7 A7 x U fafE
Source : FGCL-053 (5.3.5.2-4) Figure 7

FH CHr fER U CHr fEDR—X S A4 Uh L DELLE

EE M TIL, #ifdH 0 OREOFY) CHr fHIX, N—RZ2 T A b OELEN 2 pg N & BRIt
ICHEFFS I, BERHSREMESRORSB L A BN o7, —JF, $Mfifc/e LoRE (A+E#E) TiT,
¥ CHr 73 week 13 £ THAEFIZIK T LTEY, MiE 7 = U F 2 KON TSAT i & FEkOFER TH -
7= (X2.7.6.35-7), FAS TOfERLFEETH -7,

) CHr LY, #Mfie (B R OEIRNEE) H Y O HD & TiE, ORI T LR, 1JEL
ELTEY, 30pgTHERF SN TV, —F, Sl LOBETIHME T L,

T AT T AR
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Y A 2.7.6
B2 DRBOE & 5

X 2.7.6.35-7 R—RX54 2, week 5 RUR SR THDF CHr {E : EE £H

33
g Baseline
P 1 - T
i 31 4
(&) l\
- - B Week5
@ 30 '_\ S
c :
229 S— [ Week 13
28 4 -
27 -
26 —
25 o . —r - — N\ .

HD. noiron. HD. oraliron. HD.IViron. PD (oraliron),

CHr : #fd/RMER Hb & &, HD : M, 1V : §lkNES, PD @ JEIREHNT
Source : FGCL-053 (5.3.5.2-4) Figure 8

QOL
Week 9 U 13 TD FACT-An DERATDR—X 54 UhbDEL=E

EE #£[M 2K T, FACT-An O FLRED A I T INR—=R T A B EIN L0, R
KO MBEER CHo7e, TOMD 3 OO T RE (RS, RO EER & OFEEER)
R 121X, N—RA T A b OBEEREIIA LN hoTz,

FAS TORR BRI TH -7,

Week 9 R U, 13 TD SF-36 DEARBEEY TRXA A7 RUVFAY ITRATDOR—XSA(4 oD
TLE

EE 4%, #&5HMF, SF-36 DFAREREY 7 A a7 K WNENH T A a7 BT o ThH
DN LT22S, $kufiFe 7 LORE (A+E #E) OFBHEREY 7 227 Tl week 9 #1277 b —
\ZiE LT,

T AT T AR
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EESAAER. S SN 2.7.6
BEROEBDELED

276355 %%k

FEEROBE

SAF 2K TlE, HFEHEROIEHEIRIL 50% (30/60 #]) TH VY, BIVERADOIBEEIEIT 11.7% (7/60
#) Tdho7z, Grade3 DHHFEFEZRIT 4B (6.7%) (ZFHBLL, Graded DHFEFEZIL 1B (1.7%)
WCRB LTz, 261 (3.3%) PAFEFRICLVILLE Lz, BELRAEFROBHEISIT 11.7% (7/60
Bil) Tholo, IRRIEEGHICE S oA EFLRIT 3 HUTHIL L7z, BEEIS SRR CBE 2=
XA BN oT- (3 2.7.6.35-10),

*276.35-10 BHEEZHOME : SAF

A+E B B #f C ¥ D ##
(HD, #k7xL) | (HD, #H$k) | (HD, #E#%) | (PD, #HEk) &t
(N=24) (N=12) (N=12) (N=12) (N=60)
n (%) n (%) n (%) n (%) n (%)
AEFES 16 (66.7) 6 (50.0) 3(25.0) 5(41.7) 30 (50.0)
Grade | (%) 4(16.7) 2(16.7) 2 (16.7) 0 8(13.3)
Grade 2 (H45JE) 9 (37.5) 3(25.0) 0 4(33.3) 16 (26.7)
Grade 3 (FHJ) 2 (8.3) 1(8.3) 1(8.3) 0 4 (6.7)
Grade 4 ((Eay&E19) 1(4.2) 0 0 0 1(1.7)
Grade 5 (3£10) 1(4.2) 0 0 1(8.3) 2(3.3)
RITEH 3(12.5) 2(16.7) 1(8.3) 1(8.3) 7(11.7)
FACE - HEFS 1(4.2) 0 0 1(8.3) 2(3.3)
BEREEES 3(12.5) 1(8.3) 0 3 (25.0) 7(11.7)
IBBREE R G b IcE o T
i 1(4.2) 0 1(8.3) 1(8.3) 3(5.0)

HD : fLiZ#Hr, PD : JERGEHT
Source : FGCL-053 (5.3.5.2-4) Table 16, Table 17, Listing 14.3.2-5

FEER

SAF KT, WL o AERRT, Sl (641 [10.0%])), T 27 = A
FEART @] [6.7%])) KOWHIRZE 6 [5.0%]) Tholo, BIKT2H4] (33%) ITHILIEA
FERL, M/IBOEIE, ERESREERY, BFIREDARE, (LR, AE% i, &
B L DEME, M7 =V F o 8d, M, Rk OEZ ThoT (3£27.635-11),
Grade 3 LA EOFEFL T, 2 HILL EITBEL LI-F5IT 780 > 7=, Grade 3 DHEFRIL, [EFEK
TR, EREEER ARGy, KREEMEMZ, BEFoEmaeiE, BBHL LK OELRER TH -7,
Grade 4 D EFRITEMELARED 1 - THo7-, Grade 5 DA EFHRILEM LA OV E
ThoTz,

T AT T AR
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EESAAESS A 2.7.6
ExDHBDELD
£276.35-11 HEEZR QHIULDF[/ERNKSEE) : SAF
A+E #f B #¥ CH#f D ¥
MedDRA Version 14.1 (HD, #7:L) | (HD, #0118k | (HD, §#Eg6) | (PD, #&118%) At
ZRERIR S HA (N=24) (N=12) (N=12) (N=12) (N=60)
FEARGE n (%) n (%) n (%) n (%) n (%)
ESN 16 (66.7) 6 (50.0) 3(25.0) 5(41.7) 30 (50.0)
MR LY R EEE 2(8.3) 1(8.3) 0 0 3(5.0)
1R IE 2(8.3) 0 0 0 2(3.3)
IR I ER A Rl S 0 1(8.3) 0 0 1(1.7)
(R 4 (16.7) 1(8.3) 0 1(8.3) 6 (10.0)
DB 1(4.2) 0 0 0 1(1.7)
FBEEET o 1(4.2) 0 0 0 1(1.7)
DRE 1(4.2) 0 0 0 1(1.7)
RS 1(4.2) 0 0 1(8.3) 1(1.7)
B LA A 1(4.2) 0 0 0 1(1.7)
D ZE 1(4.2) 0 0 0 1(1.7)
TR MR R 1(4.2) 0 0 0 1(1.7)
R 1(4.2) 1(8.3) 0 0 1(1.7)
Bl 2(8.3) 0 1(8.3) 1(8.3) 4(6.7)
LR R 0 0 0 1(8.3) 1(1.7)
EES 0 0 1(8.3) 0 1(1.7)
B W i, 1(4.2) 0 0 0 1(1.7)
R SRR T 1(4.2) 0 0 0 1(1.7)
JEYLIE RS K OV HUE 3(12.5) 1(8.3) 0 2(16.7) 6 (10.0)
[ o e 5 ol 0 1(8.3) 0 1(8.3) 2(3.3)
RUE S 1(4.2) 0 0 0 1(1.7)
KEEME 2% 1(4.2) 0 0 0 1(1.7)
P DS 0 0 0 1(8.3) 1(1.7)
P2 M B R 1(4.2) 0 0 0 1(1.7)
APk 1(4.2) 0 0 0 1(1.7)
RS 0 0 0 1(8.3) 1(1.7)
e == == s N AN
ﬁ% R L ORES 3(12.5) 1(8.3) 2(16.7) 3(25.0) 9 (15.0)
BRI A e 1(4.2) 1(8.3) 0 0 2(3.3)
{b2PPE G B 0 0 0 2(16.7) 2(3.3)
LB A% HH 1. 1(4.2) 0 1(8.3) 0 2(3.3)
JVEZ & 2 AR 2(8.3) 0 0 0 2(3.3)
5 0 0 0 1(8.3) 1(1.7)
ALE I K DN 0 0 1(8.3) 0 1(1.7)
R AR AR A 5(20.8) 1(8.3) 0 0 6 (10.0)
éé;fwm Y 3(12.5) 1(83) 0 0 4(6.7)
M7 = U F b 1(4.2) 1(8.3) 0 0 2(3.3)
M E U L e 8N 1(4.2) 0 0 0 1(1.7)
Tt RERR A 2 1(4.2) 0 0 0 1(1.7)
Rt L ORERESE 1(4.2) 0 0 1(8.3) 2(3.3)
Nk 1(4.2) 0 0 0 1(1.7)
BH U v 2 iE 0 0 0 1(8.3) 1(1.7)
PR R 2(8.3) 1(8.3) 0 1(8.3) 4(6.7)
SHYF 1(4.2) 0 0 1(8.3) 2(3.3)
LA 0 1(4.2) 0 0 1(1.7)
FEIMED F 1(4.2) 0 0 0 1(1.7)
R 0 0 0 1(8.3) 1(1.7)
T AT T ARG
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REYF ALy R 215
ExDHBDELD
A+E # B # C Bt D #%
MedDRA Version 14.1 (HD, #7:L) | (HD, #&01%) | (HD, §#Eg6) | (PD, #&118%) At
LD (N=24) (N=12) (N=12) (N=12) (N=60)
FEARGE n (%) n (%) n (%) n (%) n (%)
géﬁ‘ Moo & Uil 2(8.3) 1(8.3) 0 1(8.3) 4(6.7)
el 1(42) 1(8.3) 0 0 2(3.3)
PR SUAE SCR 1(4.2) 0 0 0 1(1.7)
Ik 0 0 0 1(8.3) 1(1.7)
B R X OV TR 1(4.2) 0 0 1(8.3) 2(3.3)
5 1(42) 0 0 1(8.3) 2(3.3)
Z 5 PESE 0 0 0 1(8.3) 1(1.7)
A P 4 (16.7) 4 (33.3) 0 2(16.7) 10 (16.7)
NS 1(4.2) 3(25.0) 0 2(16.7) 6 (10.0)
H RS 2(8.3) 1(8.3) 0 0 3(5.0)
EIEs ) —+¥ 1(4.2) 0 0 0 1(1.7)

HD : Mi%i#EHT, PD : [EEEAT
Source : FGCL-053 (5.3.5.2-4) Table 17, Table 18

2l H

SAF kT, BWEMIZ 761 (11.7%) (ZFEH U7, BIEANE, M/ MREEE, H7, MHEY A%
FV—, P eV Ve N, R R, 85, WONTARMERAERRE (Hb fi725>13 g/dL)
EOmimE (F—EFIZER) THY, F1HORRTH-T,

T

ABIRTIC 26 DBEROER) T L, WTFhOELTYH, vdd7T 224y b EDOR
HIAE SN, BAAREOGOHE &L B S 5 &l ST,

EELGREER

EERAESRLITTH (11.7%) IREL, ZONRITARET 14 (83%), BEET 14 (8.3%),
DEET 3 (25.0%), ERET 26 (16.7%) Th o7 (3 2.7.6.35-12), HEEZBWEMAITIH LA

Mot

T AT T AR
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BEYF 2Ky h 2.7.6

Bz DHBOFEED
%276.35-12 EELHEEEZR : SAF
A+E #f B #¥ CH#f D ¥
MedDRA Version 14.1 (HD, $72L) | (HD, #&H&) | (HD, #Eg6) | (PD, #& 1K) o
ZRERIR S HA (N=24) (N=12) (N=12) (N=12) (N=60)
FEARGE n (%) n (%) n (%) n (%) n (%)
ESN 3(12.5) 1(8.3) 0 3 (25.0) 7(11.7)
DR 55 1(4.2) 0 0 1(8.3) 2(3.3)
Fi e I N 0 0 0 1(8.3) 1(1.7)
B LA A 1(4.2) 0 0 0 1(1.7)
N E 1(4.2) 0 0 0 1(1.7)
Bl 1(4.2) 0 0 0 1(1.7)
T 15 i, 1(4.2) 0 0 0 1(1.7)
JEYUE R K OV A e 1(4.2) 1(8.3) 0 0 2(3.3)
e B 0 1(8.3) 0 0 1(1.7)
B TR 1(4.2) 0 0 0 1(1.7)
B, PHBIOLES
PegE 1(4.2) 1(8.3) 0 2(16.7) 4(6.7)
BRI A E 1(4.2) 1(8.3) 0 0 2(3.3)
{bZEVERE I 0 0 0 2(16.7) 2(3.3)

HD : &ZEHr, PD : JEEaEAT
Source : FGCL-053 (5.3.5.2-4) Table 18

BEDILICESEAEEER

TRBREER G- IRIC R > o A HFFRIL 3 FITHEL L 7, £ OWRRIE, Grade 1| DF KA 1451 (C #),
Grade 5 (3E10) OEMELALEN 14 (D#E), Grade2 OFEMWED EWR 14l (ERE) Tholz,
BRIZTESABED D SRS, ZOMOFSIIBIHZ L L S,

FRRIRE(E

IR AR A

Hb i} O MLERAE S OO L7, TBREE DR MEREAITS T 2201/ E —B L TH LN,
PEEB OB FRIC A BT,

M/MRELDR— AT A 25D OBEIMSUTEAE, WTNOBTHLREK TRETALRT, 1
XY T 2 2%y MIM/MRE ST MREEAIZ B A RIFE SN2 E PRI E N7,

BH#ED 14 (83%) |, AEHELL L CORMERAERRE GRMEROBWRPEL, HbE2 13 g/dL
M) MNREBLL, EIEESTON L, REGUTIRRIKE OME SV LS hi-, REFITT,
AEFGLE L CHAMEENEELREL L TBY, ZINHIRRIEE OEH Y &l s,

IR et N

AL AT B —/VEPMET L72USNE, Ak il CRl I P I BRI E R O H 2 E1 kiT
Ao oTo, BIEER (72U F U RO TSAT) ITIFE TR OLENA LI,
BEFHLLT, FTUAT7 U UAFEK T 4 6, Mg~ = U F 9800 2 4, 8 (Grade
1) OfmF e Y eI 1 F, 8 (Grade 1) DOIFFSRERAE R 2N 1 FllcxbNz, T

T AT T AR
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BEYF 2Ky h 2.7.6
BrxDHRBOELH

A7 = ) BRI T O 4 i 3 F1 K ONIE 7 = U F U8 o 2 i 1B, 8RA 7S 72 L OB (A+E
) OBRETH-T-,

I L AT a—)UEOEEEIE, DEZERE, HIOICHERKTIAALN, HSHMETZEOKT
DNEHGE L7=, H#IC LDL TEEE ThH o727, K L AT o — L IERZ Ot D 5 B 4 12 B4 5
HERERIIRBLL 72T,

Hy’Law O REHEICAE L7 IFEEERAE O EFITA b leho Tz, 2 Ttk o T Refa A
BENRON, AEFRLHW SN,

NAZIWTA Y, DERRUMOR2HIHEEER

INAZNYA U THEP LS ABNTEN—RAT A b DO RIE, &R SBP B (5 i
11 f), ZFEHTRIO DBPART (4 i 5#), Z&EHTRIO DBP L5 3 flC 6 ), &EHrt%D SBP L5
BNz 101F) Thoto, 11T week 16 IZEFRINICEE R IR D EH-2 A 54172753, SBP X
I3 DBP D ERANZ EHEL 228 & ORT#IL R0 - 72,

AY ) == FRHCEE TRV ER B E BN A B0, SRR I T U
Moty A7V —=TK, week 13 KN 16 DLERICOT D REBNA LI, HERALH
TR Do T, DEKRT A — 2RI EE 2 BT 2 S e - 72,

2.7.6.35.6 5/

e  Week3~13 TO HbEDN—RAT A U ND DI KB EEMR LIRER, WIhoft (0T
NORRE) Th, SHFAEOA TR SEE Hb EIZN—A T A U bR A E
(2 B L7z (P<0.0001),

o HbHEDOR—=AT A b DORKREEOTEHEIX, B ook s) & CHE ERofkk
WHE) TIERIgETH Y, DEE (PDBE, $kofknis) CThEEkTH o7,

o HbfEIE, WTNORETHEMFT DA IR < week 4 LUBEICN—2T A 15 1 g/dL LA
FERL, week8 FTIZRN—AT A b 2gdL UL EER Lz, $ixd 0 ORETIE, o
B EREE (RS - B XO'D B, BRNEE : C#F) ISR <, F¥ Hb EIX 12 @O
HHAMI R B Ut 7=, Skl LoRE (A+E BE) TIE, week 9 %12 Hb fEIZALIZ
Llpoin,

o MIEKENTZHIICHIGE LIEBFICr X T 224y MG Lzl EOREMEROEENET
RAFTHY, LM T T AR OLENE EOBEIIZA bR o T,

7 AT T A MK

727



S A= SV N 2.76
BrOHBEDE LD

2.7.6.36 EIN%E 2 ;A8 (ND) [CL-0303] (RfTE&EHES 5.3.5.4-1)

2.7.6.36.1 FER AT &

SRERDAZRE : ASPI1517 £ 2 AHFRER LRAFHIEPEBNRE 110 5 B B 2 x5 & Lz RS
AR

REREMEMEER ¢ HA 32 fligk

DRIEK : 72 L

AERAAR -

ARG (RAIOEFHEOMANE) : 201349 H 17 H

A TR (o ORI E) : 20154212 H 1 A

BN I —X:%F 24

B &

AR RIS (0 O BIERMEE 2R e L, n Y7227y M EEXREE (8
3[ED  L72BROA M R OV 2D & RISPEIZ DWW TR 5.

RIVR B - R B R g 20 O B MEF 2R L L, nX¥ T a2y FalXEs (H
3El, #1E) Lo RE~TZ vy (Hb) fEEKREIG & OHERF DI RIS OV TR
5, £, EWEREICOWTRGTT 5,

BRI

ARBRIL, ZhaskdiFE, 72 ok, WATRERE, 77 BARxtiR, “EEmaBe UCEm Lz,
TRBRAE Y AT RS NN FRAMEE AR 72 L CW A D EMEGR L, Tz L CW A 5A 13K 5BR1h
DHRE H Y HIZBFRMNE LA TR LT B G E~T 2 B2 1 IREID 1T 2170, IBEHA~BITL
776

DX F 2 AS y b S0mg BE : G ELE LT F YT 2 A ¥ v k50 mg &8 3 &5
BXYT ALy hT0mg Bt HIiREEE L CaX YT 2 XX vk 70mg i 3 B O &5,
BT 2 A Ky b 100 mg B AR G L L TR XY 2 24 v b 100 mg £ 3 [l 05,

TR MR EEL L CeX YT 22Xy T RARLZHE 3 ERAO#KE,

ABRTlL, BEPMAEE LV 5 6 EORPERF OMAR TR CoixbaEEEH, &5 6 kPt
REOMREK TH L VRG24 HORGEK T ECERGEREME L, B5EAHTIE, HbEN
HAZE&IPH (10.0~12.0 /dL) IZHEFRF SN D K O ICR G BOFEEZIT- 7,

&hH-6, 8, 10, 12, 14, 16 HOKFEH T, LLTFORMEL T Tz LcHEE, 2 /REID T2
FEhE E A, M 3 AT 1 BRG ORECT U7 ASEID T bz,

(1) %43%H o Hb EAS 11.0 g/dL LA E 125 g/dL LR

A

(2) MFZED Hb EA K 5-BRMARE L Y 1.0 g/dL LA E B3

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

(3) %I D REERFITIRE R T

AR T, BGPHAARED B 2 B0 A1 FEMiR £ T2 B i, 2 k&0 44T Itk )
LG 24 HORBEHE T £ TaiaB ERE IR & U, 1RMHERFIE TI30E 3 Rl AIEIZ A, 38 1 8]
DEHIFEZOWTH BT LT,

TREC IR 24 WG L, TR0 T2 4 HRERBIE 21T - 1o,

RERE R (FHEIR R UAZHTEY)
SIS
100 B (1 BEd7= 0 25 i)
fE AT
1 RENO AT 107 B (F T BREE27TH), X VT 2 A% > F5S0mg#E27 6], nX T 2 A ¥ v
k70 mg #£ 26 ffil, ©XH7 2 A% v k100 mg #f 27 Bi)
2WEND ARG 56 411 G 3 B G-#F 29 1, 8 1 [BI1FE G- 27 451)

HREE
TRAF IS M R s | o o B e ifn FR
BIREE
UTOREL T X756, AlBRoxtg s L,
AAPHLFEZLDFAENE LN TV L EE
CRAFHME M g & 2 W S, FRTRAER OHERCRERAIER E (eGFR) 23 N O#FAN TH
O, 1RBWIME T 3 7 B ITEITEADRLENRNEEZZ LD B
eGFR < 89 mL/min/1.73 m’
723, eGFRIZZ LT F =2 KU (CFRiRER) XY TicHER=E2 W TEET 2
BPE : eGFR (mL/min/1.73 m?) = 194 x Cr "% x 4gj# 027
P eGFR (mL/min/1.73 m?) = 194 x Cr " x££ x0.739
3. FHIMAER MR 7 U —= 7 B0 Hb EOFAMED 10.0 g/dL Riiti TH Y, 7>, WiEE
M OZEEA 1.0 g/dL LA T DB
4. [AEBUSREOFEHNEG 20 mlh b 75 sk O B
. ERIREROMKEN 40.0 kg LLE 80.0 kg A D B FE
6. FAMRAERFD NT A7 =V UEIFIE (TSAT) 73 5%LL L DifiE 7 = U 5273 30 ng/mL LA
Fog
7. HATRARROERE L E X 22 B N Tl OAEEL Lo B
BEWS : 4.0 ng/mL
B4 I 2 By, ¢ 180 pg/mL

[\ I

PRO‘EZE

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

LR OFEEDO T it T 53556, ABRoxg & Lol
1. 1BREAET DM AR M CYRERERHEIE, 2PNl B2 e, MR IR 2&
fiE, EBLVENEZR L) A0 2B
2. RIEFERZEMES ACEEE (BT~ =T 2, BfiV U~F, v =—F L ERE
B, VT v IR E) #6028
3. HLETOERYOWNUEL KITT &5 2 65 FHYIRIN (AR Y —70BR &k KGR
U —7YBREER<) OBEEE L ITBE AR Z S0 5 B
4. = bu—/VIREE T (FRTRRA R O FRTR A AT 16 LA CTHER ATREZ2 MERE D 5
L, 13 #2 20E CHEEMIMTE2S 100 mm Hg 282 5) 24T 584
5. 9ol AR4 (NYHA 238 Class 1T LA L) &2 A0F9 5 4
6. FRIRATAT 24 WELANIZINZE R, OB ZE XTI ZEDIRIE D 7= D ABEED & % B
7. FRMRAERO BRIFR D A LV AKE (HBs) HUR, CHRFRT A LA (HCV) Hrifmd i
b MuERET A VA (HIV) BEETH HEE
8. BMERMLSOGIMGE GEimvEEm, mERBIER ) A0 B
9. ERIMRART 6 WLANICIR MERAERHIILA] (ESA) #Al, RERILANLEY, =) MNRT A
AT B IIA ETFFRE OG5 2% T - B
10. FHIRERFOT ARTEXUEET I ) b7 A7 27—8 (AST), 779=7I /) hT A
7x7—E (ALT), EUAE L XIT AV RAT7 74 —E (ALP) OWT I Fild
B2 5RF, ZOMERRTEE (BELNSEWEORMIEITR, FELRE) OB -
GO0 H b HBE
AST : 2 x JEUE[E PR (ULN), ALT :2xULN, #EU/LE > : 1.25x ULN, ALP:2xULN
1. EEEEOMEAETAOH 5BHE (L, SEULFEREZROLRWVEAE, MAANnT
REL T %)
12. SFRTRAAT 4 WL IR Rl 2 52 00 72 B
13. BBMAZ T2 ENdHEE
4. 7F 74 7% —vay VEEREREYT L -T2 AT 558
15, ifts, RIBOBE, HIROT VD H 5 EE, 1RERHIH P L ORI 564 T1% 12 BLINIZ
IERZ AL L T DB, & LIRS L2 AR e i
16. BXHYT 2Ry NOBLEEZTT-Z LR H 5 HEE
17. R HASAT 12 LA o165k e OBEIR e % BRI (R 2 2 T) (IS Lo B
18. TRBRKIEE, AIRBRICEILR T % EIE A BATE EH 2 Rehs B, 1nBiita s SR PR BA S 306 R IE it =
FHBICEA SN b B
19. ZOfh, TRBRETLERM SUXIRBRHERMIC X0 A &l S vz B

RERE, Oy +ES
nx47 224y [ mg I : 13021B, 13021D

T AT T AR
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S A= SV N 2.76

BrORBDEL
47224y ) mg I : 13022B, 13022E, 13022H
nXx47r 2%y 772 - 12070C, 12071C
BBREORERUVREASE
5 EETEH
REYT ALy b 50mg B IHIRGRE L TR T 2 A X Y b 50mg 23 3 [Fli% 05
BXYT 2R Ly b T0mg B G RE LTRrF YT 2 X4 v b 70 mg &8 3 [l AL,

BXYT 224y b 100mg B GRS LCeX T 22X v b 100 mg & 3 [BIEE 05,
TR IR EREE L TCeX YT XXy N T EAREHE 3 RO S,

¥e b 3 WD Hb EIC GBI L 0 & 1.5 gdL 2 25 EAERLLNTHE, LLFORITHE W
L7,

BERFOIRSELER
AL 50 mg 70 mg 100 mg
EH% 40 mg 50 mg 70 mg

B 3 D Hb N R G-BIAAFF L D & 1.0 g/dL 22 TIK T L, Mz TUi%kER#E O Hb fE)
9.5 g/dL Kimi T - 728, L TFORICIEVHE R L7z,

BEROKRSELER
AL ] 50 mg 70 mg 100 mg
EH % 70mg | 100mg | 120 mg

BrE5EREH
fm@ﬁaﬁﬁﬁ(mo~uoym)’%ﬁéhéiﬁ:,%%%&5%%W%&w&5iﬁﬁ
= WZHE, HGEA T Lz, 2REN0 AT THE 3 ELHE 1 EEREICER SN EBE 1T
[d 70 OG- &2 IR G Bl iR © 2 B & L7-, Hb 2 438 M@HM7WBMQ&
EHZTERTL, M CTYEHEE D Hb A 9.5 g/dL R CTh > 12A1%, H5 8% 2 B L
7=

RRERSEABR

B 1 2 3 4 5 6 7 8 9

5% (mg) 0 20 40 50 70 100 120 150 200

IREA 40.0 kg LA E 50.0 kg RO BE ITEEME 7, 50.0 kg LA E 66.6 kg LU T D BE ITEEME 8, 66.6 kg D B 1L ELRE
EEEG®EE Lz,

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

BrE=EB/IL—IL

Y 3% O Hb 8
4 iR 5 AP 100@U&?ML H%ML%
T Hb EZA{b i ; Og 5 g/dL iR -
el 10.0 g/dL i 11.5 g/dL LLF 12.5 g/dL BAF 125 gl 2D
—0.8 g/dL it 1 Bep i 1 BefsiE & EHEIRL R L, Hb 73 11.0 g/dL
R0 TR RS ]
-0.8 g/dL UL | o o N
0.8 g%dL ;T 1 B ik ZEH I L | PR | EXMERRCR L CREH
IRZEL, Hb B2 11.0 g/dL
0.8 g/dL ## % % BRI 1 P 1 Bebisis & RIWIT R S T= WD 2
BERE R L C B
BRERSHRE

24 (FeHEFEEH 6, &5 &nZ2H 185H)

HmEE

Btk

FEEEE

o HGBAMAKE XV B G BEEWIRAMRHER (55 6 8, PIER IR G EMRER) £TO Hb
fil B 508 (g/dL/iE)

BIREHEIEE

o HRREZEIS (HbfEA 10.0 g/dL LI L, 2> >BEBMARF L Y Hb fE28 1.0 g/dL DL E EF- L= A&
FHrEFRIpIE L)

o FAEF THbLIEA 10.0 g/dL IZiEL72%IC, HEEHbE (10.0~12.0 g/dL) Z /=3 ERA
~OEIE

o FHOHMEHbME (10.0~12.0 g/dL) HERLEIS

o HIEHbME TR (10.0 g/dL) DEREIA & ORERK R

o KJH®D Hb DI 5BRIERED b DAL &

BRERMFHEEE

o ~<hrZVUw bk (HY), MARMEK (Ret) DRERFAIHER

o Fe, 7xUFr, FNTU A7V, REREGEE (TIBC), "7 A7) b7
% — (sTfR), TSAT, M/RIMER~FZ g8 (CHr) MU= ZAnRx=F > (EPO) Diff
IRFEHERS

e SF-36 % M\ 7= QOL Fi4

o IMAEF XY T o XKy NRE(CIKIEE

T AT T AR



S A= SV N 2.76
BrOHBEDE LD

ZDih
o TV

ZEH

o F{EHZ

o NABNY AL (BATME, RH)
o (K

12 BB LER (F5-BRMGE:, &5 24 8O IEERT QT # il & & i)
AR AfE (Hb, Ht, Ret, Fe, 7= U F>, hF7 A7 =Y, TIBC, sTfR, TSAT, CHr
K ONEPO Z[%&<)

FEZEROEEQHERE
AEFZOREL, LU0 3 B CTHE L,
o T : AFWOIFEENI BNV E D

o W AFOFEHIIERH D H D

o HE: HEOIEHMMARAREIZRD B D

BEBRELDEEMDHIERLE
TBERIR & O BEM XL T ORI > THIE L, TE#EDH S 0vh L) Xt 7= 5AHED
D] OWTINIHS L-b0%, BWEHEEER LT,

TRERER & oo B R L T L v
BETED HEFRGREL L KRG & ORICRRMBFREN S REBMERH D Z 91720 & b
NAHGHEL, MOFEACAIHE - BEEKESICI VAR TX 255
B s 2000 Ly | BEFEGRIL L IEARG & ORICRFMOICZY 2 /HEEBERRH 523, LLITOHEE O
WY T B0 A
CERE LT, AOHE - EAEEREBESCHMOESC L AFAL T 255
- RIS BRSNS S
TS AU D V) HEFEGRYL L KA G & ORI 2 Y 22 BERR N H 556, LTI
BN T 2856
G L0 ER IR G- IR &0 AT R R SRS
c BOHE « R BCMOER TITIPAN TE R, XTZNHIC L 5 TREERE
ZIT WIS

HEtFix

R BER TE DARHL

ARRBRIE, KIERTE 2 FA5BR (ND) [FGCL-017 iBR] D5 4 38 % T Hb b F i (2

3%, UTFOREZE b & FIHGERE 21T o7,

o FXHT 2Ry b 50mgHED HbE A HE O, KIEFTHIE 2 #1585 (ND) [FGCL-017
AR ] 0.7 mg/kg i 3 Bl GRE & [FIERIZ 0.21 g/dL/E & T 5,

o T TEARRED HbE EFREEIXIZIE—E L LTELED % 0.00 mg/dL &35,

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

o TJTEARE, vnXYT aAF vk 50mg HEOEERELZNZI 0108, 0292 &7 5,

o HENBOTTOtREEZHAND

FRROEMT, EELMBITCHOWONIATFIEO I FEOARAT v 7 ThoH 77 BREECKT 5
BT 2 A%y b 5S0mg BEOEBMEORGEZ BN E L7y Ialb—va v aE Lz, v
L— 3 VEEkAE 10000 (8], A EAKEZ MR 0.05 & L& & 077 2ARRELE 50 mg #£0 Hb fE |
FRERE LU & D IR G 3 2 FERIEE A B H L7z,

ZORER, BT 80%LL LA MR T 2 72 DICHEIIEFIEIT 1981 & 720, BESELEEL 1
BEHT=0 25 PIERE LT,

R EH
Full analysis set (FAS) : {RBR3E% 1 [RICL EARA L, 1RBRIER GBI, ARMEICEE3 25 A
BN 1HEATHHANE SN BH

Per protocol set (PPS) : FAS IZE ENDHEE D O L, LITORENEZ - LB

o EEKIFOBRPUELEICEB LI BH

o  HIIMWEDFHMIZHEE 5 2 2 AIReMED & 2 BERRF ORI L HEIHR AL L TV dr o 72 B3

o BHREEMIC, AMEOTMICEEL 2 5 ATREMED & A 0 HEEILENEH S e o7
K O ER I FRIED T o IR To i

o HHEEMETEWIC, ARMEOTHMICEEL G % 5 ATREMED & 5 ST & JFH ATRESE I S

2273 Te AT OFPAN TR S vz B

G EEEINC 4 BLL LG STV B

P 5 & FE EHNCHLEE 0 ISR LT2EIE 2 70%8L ETh - 72 B

P G- [ E N 4 BB AR M O 5B A 2 IRp R LA b Hb B3 HIE S vz i

LEVEMAT R GEEN] (SAF) - {RBREE O 523 1 [mILL BT B

SN REMRIT I G E ] (PKAS) « TRBRIESR 551 T D3I FEIE FA OFERDS 1 IR Ll B CHRI

Ehi-BE

At
FRFHEEE
o FHBAMAIE X U B G B E RS AR £ T Hb fE L7 8E (o/dL/A#E)

Hb B EASEEE, G-I L 0 & 5 B EE R &R (G 6, kR 3G Btk
IF) E COHIMPICHE SN2 TO Hb fE2 Hvy, 8E L —REUFERZ Y TID, TD
EFROBE & L THRI LT,

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

E iRt

LRHEID M ORERE (MFFF 225 b S0mg, BFFF2AY b 0mg, BFFF 2R
2 b 100mg, 77 ER) /T, REHLGEFO Hb [EL OFHIRAR O eGFR iz AR L L
ISR T VA VT, UTONRE CHTRIRREZ T 72, FRIRAN O GFR E4 €7
ZED LT, BT L E2—ICTRIE LT, 2ok, BUEDAEKEZEIM 0.05 & L7,
I BXYF ALy b 100mg BEL 7T L AREEE O bk
2. BXYFaRFy b T0mg L T TR REEL O
3. mXHFaRZy b s0mg LT T AREEE O

B RETEIE B
o KU DHIE Hb EEREIS
B b5 2 WL O THEE Hb i (10.0~12.0 g/dL) Z ik L7 BE B L OEI S 2B L,

o [iEHbfE TR (10.0 g/dL) DIEREIE M OSER MM
Be5 2 LR OAE CTO BAE Hb fE FIROZEREN G 2R M Uiz, £, RGBSR 2N, &
WO BEETIREREZ A X k& LT, Kaplan-Meier 7’72 v N & {ER L7z,

o HHEEMEIS
HbfE2Y 10.0 g/dL LA L, 2> > 5-BAAARE X 0 HbfE23 1.0 g/dL UL b E5H U= g 2 Bl & L C,
1 REID AT ORERERNCLA T O E ZH M Lz,
- B b w1 R OSBRI AR O ZN IR O Z2 D&
IR RIR TR L 2 D E TOHIM
T, BHIOFENEA X FE LT, Kaplan-Meier 7' > s &1ERL L7,

e HbfEZ 10.0 g/dL ([T L7-%I1C, HEEHbE (10.0~12.0 g/dL) Zim7=3HERA - FOEIE
1 WEND (T OB GREBNCERF R EE R L,

o KD Hb EDO B GBI D Db &
5 2 LD TOERKFHELZ R Lz,

RERFTHEIER

o Ht, Ret DFRIAIHER

KR O BHF G &, B GHARE OG5 2 HUBEO KR £ COZ{LEOERFEHEE HH
L7,

e Fe, 7=UFr, "7 A27xVU L, TIBC, sTfR, TSAT, CHr K& EPO DREFHIHER
KEF OEKRGHE, &GBMGREN LR G 2 HUBEOARE COBLEDENFHHELETE
L7,

e QOL i (SF-36)
K OB EEZEH LT,

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

L REND A3 O 58E, HE5H Z L P IRMIRE O — B R A2 AFR LT,

Z Dk
o ~TIUTUV
KRR O BARIFE R e, N— R T A U DA FHIEE & O EO BRI REEFE L L,

HEHELRIZOWT, MedDRA Version 15.1 & VY, ZREBIRGIER OCFAGEICIEWDFE LT,

2.7.6.36.2 GER R

BEONRRUBHIRRER

190 B2 BREZ BT L, 107 Bl 1 K& T 23T hgBRE kG SNz, ZD 55 56
22 WENO AT TR, 27 BIANE 1 [EEEICZD Y, 29 BT 3 [BIEG-03ERr ST,

SAF, FAS KTNPKAS (21 1 EID 15 7z 107 BlEpln g £, PPS (21X 100 A E £
7= (F£2.7.636-1),

#£27636-1 BEONRRUEITHIRER
Xt a2 ALy b
77ER pr& aat
(N=27) (?\gl% ﬁ):?ég) z}g(igg) (50+70+100mg)  (N=107)
(N=80)
LEID T | 27(100.0%) | 27(100.0%) | 26 (100.0%) | 27(100.0%) |  80(100.0%) | 107 (100.0%)
;ﬁ%%g&g 27(100.0%) | 27(100.0%) | 26(100.0%) | 27(100.0%) |  80(100.0%) | 107 (100.0%)
2 REY ) 1(3.7%) | 14(51.9%) | 24(92.3%) | 17(63.0%) 55 (68.8%) 56 (52.3%)
i 3 [l 5 13.7%) | 7(Q59%) | 12(462%) | 9(33.3%) 28 (35.0%) 29 (27.1%)
i 1 a5 0 7(259%) | 12(462%) | 8(29.6%) 27 (33.8%) 27 (25.2%)
FEATT o G4 ]
SAF 27(100.0%) | 27 (100.0%) | 26(100.0%) | 27(100.0%) | 80 (100.0%) | 107 (100.0%)
FAS 27.(100.0%) | 27 (100.0%) | 26(100.0%) | 27(100.0%) |  80(100.0%) | 107 (100.0%)
PPS 25(92.6%) | 24(88.9%) | 26(100.0%) | 25(92.6%) 75 (93.8%) 100 (93.5%)
PKAS 27(100.0%) | 27 (100.0%) | 26(100.0%) | 27(100.0%) |  80(100.0%) | 107 (100.0%)

FAS : Full analysis set, PKAS : Z¥)EREAEHT X 24EH], PPS : Per protocol set, SAF : ZZ2MEfRHT X S 4E M
Source : CL-0303 (5.3.5.4-1) Table 12.1.1.2.1

107 FD 5 H, 83 # (77.6%) NRERAZTET Lic, L= 240D 956, 1346 (12.1%) 7
S5 EEEH, 116 (10.3%) N&EEErZHicHIE Uz, PIEBEEITAEEFLRN 9 6] (84%) T
BbHbEhoT- (£2.7.636-2),

T AT T AR
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REHFaAL Y b 2.76
BErDRBEDELED
#+276.36-2 iR FIEEE
X% ALy b
7R ) &
(N=27) 50 mg 70 mg 100 mg (50 +70+ (N=107)
(N=27) (N=26) (N=27) 100 mg)
(N=80)
BV L
oIk 451 11 (40.7%) 9 (33.3%) 0 4(148%) | 13(163%) | 24 (22.4%)
B G- E&FEEHC IR 5 (18.5%) 4 (14.8%) 0 4 (14.8%) 8 (10.0%) 13 (12.1%)
B b5 Ea Ik 6 (22.2%) 5 (18.5%) 0 0 5 (6.3%) 11 (10.3%)
56 T 16 (59.3%) 18 (66.7%) | 26 (100.0%) | 23 (85.2%) | 67 (83.8%) | 83 (77.6%)
EEpANGaRIsE 12
AERSE T 16 (59.3%) 18 (66.7%) | 26 (100.0%) | 23 (85.2%) | 67 (83.8%) | 83 (77.6%)
VAL N V-3 Y Wl
BRI DG/ oy EI 50 0 0 0 0 0 0
TThiiehoiz
FEHEL 2 (7.4%) 5 (18.5%) 0 2 (7.4%) 7 (8.8%) 9 (8.4%)
TS 0 0 0 0 0 0
NEA 57 4 (14.8%) 0 0 0 0 4 (3.7%)
JBERH AR 0 0 0 0 0 0
BT 0 3 (11.1%) 0 1 (3.7%) 4 (5.0%) 4 (3.7%)
TR T 1 0 0 0 0 0 0
WERFE OB LHIZ L Sk 0 0 0 1 (3.7%) 1 (1.3%) 1(0.9%)
TRBRRIEE 1T & 2 alBR Ik 0 0 0 0 0 0
BB DIRFEA BT 0 0 0 0 0 0
B 0 0 0 0 0 0
IR 0 0 0 0 0 0
Z DA 5 (18.5%) 1 (3.7%) 0 0 1 (1.3%) 6 (5.6%)
OFF AR 1 3K A A R TR O B D A7 JE ©
HY 0 4 (14.8%) 0 2 (7.4%) 6 (7.5%) 6 (5.6%)
2L 27 (100.0%) | 23(85.2%) | 26 (100.0%) | 25 (92.6%) | 74 (92.5%) |101 (94.4%)
Hb i °
8.0 g/dL A<V 5 (18.5%) 0 0 0 0 5 (4.7%)
8.0 g/dL LA I 22 (81.5%) | 27 (100.0%)| 26 (100.0%) [27 (100.0%) | 80 (100.0%) | 102 (95.3%)
[BEHTEANDOLEOF L
HY 0 3(11.1%) 0 1 (3.7%) 4 (5.0%) 4 (3.7%)
2L 27 (100.0%) | 24 (88.9%) | 26 (100.0%) | 26 (96.3%) | 76 (95.0%) | 103 (96.3%)

Hb: ~E7mE

a: BB OL R LT,

b HFIEFEHEICHE LT,

Source : CL-0303 (5.3.5.4-1) Table 12.1.1.3.2, Table 12.1.1.3.3.1, Table 12.1.1.3.4

AO#ETFHFER U th D E#E(E
FAS O B0 BEET 50 Bl (46.7%), ZethiE 57 B (53.3%) T, E#OFEIEIL 63.8 5%, &
BEOVEIHEIE 59.34kg TH T,
RO EEMEICH SR BERZEIT R o 120, X F 222y h 50mg BET, 60 bl L 75
A D BE DOEIE N 96.3% T, OB GREL I L TR -7 (BX YT 2 AKX » b 70 mg Bf :
65.4%, BXYT 2 AKX > b 100 mg £ : 81.5%, 77 &AREE : 77.8%),

T AT T AR
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gXYF XLy k

FAS OEMEENER (CKD) MO CKD (2 9 B oA REHR BRI, v¥0 7T =224 v bk 50mg
FET1628 WA KV 478 WHTHY, thOEEGHEL IR L TR -7 (FT7 AR 1240 T H K&
N304 DH, aX VT 2AX Y F70mgRE:959 W A K N28.6 WA, ax¥F =A% > b 100 mg
B 1362 WH K282 1 A), EOMD N FFEEHFRIFRE K O o0 FEHEEIZ B & 2 Ao BE 221370

Mol (F£2.7.6.36-3),

276
B2 DEHEBRDE LD

$£27636-3  ADEPMBER U OREE | FAS
AT A
77eR P& adt
m m 100 m,
U S NS 50470+ 100mg) | (N=107)
(N=80)
FEA]
Bk 11 (40.7%) 14 (51.9%) 14 (53.8%) 11 (40.7%) 39 (48.8%) 50 (46.7%)
ok 16 (59.3%) 13 (48.1%) 12 (46.2%) 16 (59.3%) 41 (51.3%) 57 (53.3%)
il () LB
n 27 27 26 27 80 107
Mean 61.9 67.3 60.8 65.0 64.4 63.8
SD 10.6 7.7 8.8 8.5 8.7 9.2
Min 31 34 43 39 34 31
Median 64.0 69.0 62.5 68.0 66.0 66.0
Max 74 74 74 74 74 74
Elp 7 —7 (50 [REEA
>20to < 60 6 (22.2%) 1(3.7%) | 9 (34.6%) 5 (18.5%) 15 (18.8%) 21 (19.6%)
> 60 to <75 21(77.8%) | 26(96.3%) | 17(654%) | 22 (81.5%) 65 (81.3%) 86 (80.4%)
HE (om) L]
n 27 27 26 27 80 107
Mean 156.76 159.16 159.08 158.41 158.88 158.35
SD 8.07 7.51 7.75 10.22 8.49 8.40
Min 134.6 139.0 145.0 142.9 139.0 134.6
Median 158.00 160.60 160.80 158.10 160.20 159.40
Max 172.0 174.4 169.8 181.1 181.1 181.1
T (cg) CHATRANF]
n 27 27 26 27 80 107
Mean 60.17 59.88 59.70 57.64 59.07 59.34
SD 8.72 9.32 10.09 10.28 9.83 9.54
Min 42.1 44.0 41.7 43.4 41.7 41.7
Median 59.80 60.00 59.40 56.00 58.95 59.60
Max 78.5 75.0 79.6 77.2 79.6 79.6

K 71— (kg) [FERTFHRAR

[

<60 14 (51.9%) | 13 (48.1%) | 15 (57.7%) 15 (55.6%) 43 (53.8%) 57 (53.3%)
> 60 13 (48.1%) | 14(51.9%) | 11 (42.3%) 12 (44.4%) 37 (46.3%) 50 (46.7%)
BMI (kg/m®) [FRTHRA ]
n 27 27 26 27 80 107
Mean 2451 23.60 23.57 23.02 23.40 23.68
SD 3.29 3.09 3.52 3.86 3.47 3.44
Min 17.1 18.1 18.0 16.9 16.9 16.9
Median 24.65 23.09 23.59 2434 23.37 23.79
Max 29.4 29.2 30.9 29.6 30.9 30.9
eGFR (mL/min/1.73m?) [HER/iRAER] (2HRH)
n 27 27 26 27 80 107
Mean 16.33 15.78 17.31 15.89 16.31 16.32
SD 8.47 6.30 9.49 7.50 7.78 7.92
Min 6.0 8.0 7.0 8.0 7.0 6.0
Median 14.00 15.00 15.50 13.00 14.50 14.00
T AT T ABIER
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REHFaAL Y b 2.76
BErDRBEDELED
0XYT 2 AF Y
7T R iy &3
R | e | e | G0rToriomg | 060D
Max 40.0 28.0 47.0 31.0 47.0 47.0
eGFR 2 /L—7 | (mL/min/1.73m°) [SERTRARE] (£H%)
<15 14 (51.9%) | 13 (48.1%) | 13(50.0%) 14 (51.9%) 40 (50.0%) 54 (50.5%)
>15 13 (48.1%) | 14(51.9%) | 13(50.0%) 13 (48.1%) 40 (50.0%) 53 (49.5%)
eGFR 2 /L—7 2 (mL/min/1.73m°) [ERTRARE] (&%)
<30 25(92.6%) | 27 (100.0%) | 24 (92.3%) | 25 (92.6%) 76 (95.0%) 101 (94.4%)
>30 2 (7.4%) 0 2 (7.7%) 2 (7.4%) 4 (5.0%) 6 (5.6%)
eGFR (mL/min/1.73m%) [FRRAR] (GRBRFEMHEES 2.0 U ICHA AN Dz BH)
n 23 23 22 23 68 91
Mean 14.96 15.17 15.36 14.52 15.01 15.00
SD 7.46 6.60 7.49 6.75 6.85 6.97
Min 6.0 8.0 7.0 8.0 7.0 6.0
Median 13.00 13.00 13.00 11.00 13.00 13.00
Max 39.0 28.0 31.0 31.0 31.0 39.0
eGFR 7 /L—7 1 (mL/min/1.73m%) [FFRIFRARE] (RBREMGHEEE 2.0 AR A AN DL BF#H)
<15 14 (60.9%) | 13(56.5%) | 13 (59.1%) 14 (60.9%) 40 (58.8%) 54 (59.3%)
>15 9(39.1%) | 10(43.5%) | 9(40.9%) 9 (39.1%) 28 (41.2%) 37 (40.7%)
eGFR 7 /L —7 2 (mL/min/1.73m%) [FRIFARE] (RBREMGHEEE 2.0 AR A AN DL BF#H)
<30 22(95.7%) | 23(100.0%) | 21(95.5%) | 22 (95.7%) 66 (97.1%) 88 (96.7%)
>30 1 (4.3%) 0 1 (4.5%) 1 (4.3%) 2 (2.9%) 3 (3.3%)
CKD DOFUHRRE [FHiRARE]
IBVERERIRB R | 4 (14.8%) 8 (29.6%) 6 (23.1%) 7 (25.9%) 21 (26.3%) 25 (23.4%)
B PRI B A 11 (40.7%) | 11(40.7%) | 10 (38.5%) 12 (44.4%) 33 (41.3%) 44 (41.1%)
B R R 0 0 0 1 (3.7%) 1 (1.3%) 1 (0.9%)
e S e ks 4 (14.8%) 0 3 (11.5%) 2 (7.4%) 5(6.3%) 9 (8.4%)
AR L AE 6 (22.2%) 5 (18.5%) 5(19.2%) 4 (14.8%) 14 (17.5%) 20 (18.7%)
Z 0 2 (7.4%) 3 (11.1%) 2 (7.7%) 1 (3.7%) 6 (7.5%) 8 (7.5%)
CKD |25 Bl O RSR I (1 A) [daiks ]
n 23 23 23 24 70 93
Mean 30.4 4738 28.6 28.2 34.8 33.7
SD 39.5 44.2 23.9 23.4 327 34.4
Min 2 1 4 2 1 1
Median 16.0 38.0 18.0 20.5 26.0 22.0
Max 179 180 96 85 180 180
CKD |25 Bl O BIGHIM 7 —7 (I A) [k
<6 5 (18.5%) 4 (14.8%) 1 (3.8%) 3 (11.1%) 8 (10.0%) 13 (12.1%)
>6t0<12 5 (18.5%) 1(3.7%) 6 (23.1%) 4 (14.8%) 11 (13.8%) 16 (15.0%)
>12to0 <36 6 (22.2%) 5 (18.5%) 7 (26.9%) 10 (37.0%) 22 (27.5%) 28 (26.2%)
>36to < 60 2 (7.4%) 7 (25.9%) 7 (26.9%) 4 (14.8%) 18 (22.5%) 20 (18.7%)
> 60 to < 120 4 (14.8%) 4 (14.8%) 2(7.7%) 3(11.1%) 9 (11.3%) 13 (12.1%)
>120 to <240 1 (3.7%) 2 (7.4%) 0 0 2 (2.5%) 3 (2.8%)
R 4 (14.8%) 4 (14.8%) 3 (11.5%) 3 (11.1%) 10 (12.5%) 14 (13.1%)
CKD ORI (7 A) [FRiRARE]
n 20 19 17 20 56 76
Mean 124.0 162.8 95.9 136.2 133.0 130.6
SD 85.2 129.7 81.5 143.6 123.7 114.3
Min 16 14 11 19 11 11
Median 85.0 145.0 89.0 79.0 96.0 95.0
Max 336 480 308 624 624 624
CKD ORJHHIR 7 v—7 (B H) [HRiRAR]
>6t0<12 0 0 1 (3.8%) 0 1 (1.3%) 1 (0.9%)
>121t0 <36 2 (7.4%) 2 (7.4%) 2 (7.7%) 3 (11.1%) 7 (8.8%) 9 (8.4%)
>36to < 60 2 (7.4%) 2 (7.4%) 5(19.2%) 4 (14.8%) 11 (13.8%) 13 (12.1%)
> 60 to < 120 7(25.9%) 4 (14.8%) 5(19.2%) 5 (18.5%) 14 (17.5%) 21 (19.6%)
T AT T AR

739



BEYFa AL Yk 2.7.6
BErDRBEDELED
OX T o ALy k
77 &R iney &t
_ 50 mg 70 mg 100 mg _
(N=27) (N=27) (N=26) (N=27) (50 + ZI(\)I :8})())0 mg) | (N=107)

> 120 to < 240 7(259%) | 8(29.6%) 2 (7.7%) 4 (14.8%) 14 (17.5%) 21 (19.6%)

> 240 2 (7.4%) 3 (11.1%) 2 (7.7%) 4 (14.8%) 9 (11.3%) 11 (10.3%)

9 7(259%) | 8(29.6%) | 9 (34.6%) 7 (25.9%) 24 (30.0%) 31 (29.0%)

SR FRE (RO&ES) I X HRTREE
Ho 5(18.5%) | 6(22.2%) | 8(30.8%) 5 (18.5%) 19 (23.8%) 24 (22.4%)

L

22 (81.5%)

21 (77.8%)

18 (69.2%)

22 (81.5%)

61 (76.3%)

83 (77.6%)

P Femis (i

N#G) 1K DRITAR

HY 0 0 0 0 0 0

7L 27 (100.0%) | 27 (100.0%) | 26 (100.0%) | 27 (100.0%) 80 (100.0%) 107 (100.0%)
SRR (RO [T X20HHIRE

HY 7(25.9%) | 10(37.0%) | 8(30.8%) 9 (33.3%) 27 (33.8%) 34 (31.8%)

L 20 (74.1%) | 17 (63.0%) | 18 (69.2%) 18 (66.7%) 53 (66.3%) 73 (68.2%)
SR FERRE GRIRNER S 1 X 2 OF TR

HY 0 0 0 0 0 0

L 27 (100.0%) | 27 (100.0%) | 26 (100.0%) | 27 (100.0%) 80 (100.0%) 107 (100.0%)
AL F L RIANT K D RITERE

HY 13 (48.1%) | 15(55.6%) | 12 (46.2%) 14 (51.9%) 41 (51.3%) 54 (50.5%)

L 14 (51.9%) | 12 (44.4%) | 14 (53.8%) 13 (48.1%) 39 (48.8%) 53 (49.5%)
A BT RIANC X D PR IER

HY 13 (48.1%) | 17 (63.0%) | 12 (46.2%) 14 (51.9%) 43 (53.8%) 56 (52.3%)

L 14 (51.9%) | 10 (37.0%) | 14 (53.8%) 13 (48.1%) 37 (46.3%) 51 (47.7%)
U UWRE I X DR

HY 1 (3.7%) 1 (3.7%) 1 (3.8%) 2 (7.4%) 4 (5.0%) 5 (4.7%)

L 26 (96.3%) | 26(96.3%) | 25(96.2%) 25 (92.6%) 76 (95.0%) 102 (95.3%)
U WS SR XA BE TR

HY 2 (7.4%) 2 (7.4%) 2 (7.7%) 4 (14.8%) 8 (10.0%) 10 (9.3%)

L 25(92.6%) | 25(92.6%) | 24(92.3%) 23 (85.2%) 72 (90.0%) 97 (90.7%)
BEBEEHICHT D U RIS X D OFHTEE

HY 2 (7.4%) 2 (7.4%) 1 (3.8%) 3 (11.1%) 6 (7.5%) 8 (7.5%)

L 25(92.6%) | 25(92.6%) | 25(96.2%) 24 (88.9%) 74 (92.5%) 99 (92.5%)
ERFEUN A5 e AN K B RiTTRE

HY 10 (37.0%) | 7 (25.9%) 7 (26.9%) 6 (22.2%) 20 (25.0%) 30 (28.0%)

L 17 (63.0%) | 20 (74.1%) | 19 (73.1%) 21 (77.8%) 60 (75.0%) 77 (72.0%)
ERFEIR 5 e U K B OF TR

HY 11 (40.7%) | 7(25.9%) | 10 (38.5%) 6 (22.2%) 23 (28.8%) 34 (31.8%)

L 16 (59.3%) | 20 (74.1%) | 16 (61.5%) 21 (77.8%) 57 (71.3%) 73 (68.2%)
B G E T R T B BRI RS R AN X B O F iR

HY 10 (37.0%) | 7 (25.9%) 7 (26.9%) 6 (22.2%) 20 (25.0%) 30 (28.0%)

L 17 (63.0%) | 20 (74.1%) | 19 (73.1%) 21 (77.8%) 60 (75.0%) 77 (72.0%)

BMI : {A#+5%%, eGFR : HERRERIAJEIEE, CKD : 1BV, Max : H& KME, Min :

Source : CL-0303 (5.3.5.4-1) Table 12.1.2.1.1.2

T AT T AR
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gXYF XLy k

ANMEIZBE T 2 FEHEEIC I & 2 72 BERI 2213720 o 7o, Hb A O I,

~9.39 g/dL D#IPHCTH 7= (3 2.7.6.36-4),

2.7.6

B2 DEHEBRDE LD

ETOEGHET 9.34

#276.36-4  FAUEICEAT HEZEE : FAS
Xt o ALy b
77 &R [liEy &t
(N=27) (ﬁ’:‘;‘% (ﬁ’:‘;‘% ggg;;% (50+70+100 mg) | (N=107)
(N=80)
Hb fE (g/dL) [1 &IV £FiF ]
n 27 27 26 27 80 107
Mean 9.34 9.39 9.39 9.36 9.38 9.37
SD 0.66 0.59 0.60 0.50 0.56 0.58
Min 7.9 73 7.9 8.1 7.3 7.3
Median 9.50 9.50 9.40 9.50 9.40 9.40
Max 10.7 10.2 10.4 10.1 10.4 10.7
Hb il 7 /Vv—7" (g/dL) [1 &0 fF1F K]
<95 13 (48.1%) 13 (48.1%) | 15(57.7%) | 13 (48.1%) 41 (51.3%) 54 (50.5%)
>9.5 14 (51.9%) 14(51.9%) | 11(423%) | 14(51.9%) 39 (48.8%) 53 (49.5%)
Ht (fraction) [1 ¥REI Y £71FHF]
n 27 27 26 27 80 107
Mean 0.290 0.292 0.290 0.293 0.292 0.291
SD 0.022 0.022 0.019 0.017 0.019 0.020
Min 0.23 0.24 0.25 0.24 0.24 0.23
Median 0.300 0.300 0.290 0.290 0.290 0.290
Max 0.32 0.33 0.32 0.32 0.33 0.33
Ret/RBC (fraction) [1 ¥&&I Y {1} HE]
n 27 27 26 27 80 107
Mean 0.0141 0.0148 0.0145 0.0142 0.0145 0.0144
SD 0.0055 0.0062 0.0052 0.0057 0.0057 0.0056
Min 0.006 0.007 0.007 0.008 0.007 0.006
Median 0.0130 0.0130 0.0150 0.0130 0.0135 0.0130
Max 0.029 0.034 0.027 0.032 0.034 0.034
Fe (umol/L) [1 &IV ff i} HE]
n 27 27 26 27 80 107
Mean 12.0 13.2 13.2 14.6 13.7 13.3
SD 4.4 3.8 3.7 49 4.2 4.3
Min 6 6 6 4 4 4
Median 12.0 13.0 13.0 14.0 13.0 13.0
Max 21 20 21 23 23 23
7T (ug/L) [1REND T
n 27 27 26 27 80 107
Mean 125.40 119.67 144.38 129.79 131.12 129.68
SD 74.05 61.04 99.65 89.30 84.24 81.49
Min 22.1 28.0 39.4 29.2 28.0 22.1
Median 113.00 110.00 129.50 97.10 110.00 110.00
Max 304.0 277.0 400.0 380.0 400.0 400.0
N7 A7 =Y v (g/L) [1IREND fFiFHE]
n 27 27 26 27 80 107
Mean 1.956 2.044 1.950 2.031 2.009 1.996
SD 0.218 0.476 0.355 0.428 0.420 0.379
Min 1.47 1.38 1.29 1.50 1.29 1.29
Median 1.970 2.020 1.935 1.950 1.955 1.960
Max 2.41 3.80 291 3.70 3.80 3.80
TIBC (umol/L) [1 ¥HIY {417 ]
n 27 27 26 27 80 107
Mean 45.4 47.6 455 47.6 46.9 46.5
T AT T ABIER
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gXYF XLy k

2.7.6

B2 DEBRDEED
X% sTaAZy b
77 &R iy ARl
(N=27) (ﬁ’:‘;‘% (ﬁ’:‘;‘% ggg;;% (50+70+100 mg) | (N=107)
(N=80)
SD 4.8 9.8 7.8 9.0 8.8 8.0
Min 35 33 32 36 32 32
Median 45.0 47.0 45.0 47.0 46.0 45.0
Max 54 82 67 81 82 82
STR (nmol/L) [1 FN Y {517 K]
n 27 27 26 27 80 107
Mean 16.970 17.056 15.165 14.819 15.686 16.010
SD 5.012 5.858 4301 6.049 5.494 5.382
Min 9.10 7.70 10.40 7.30 7.30 7.30
Median 14.800 16.700 14.800 14.000 15.000 15.000
Max 30.90 34.90 31.60 39.10 39.10 39.10
TSAT (%) [1 &EID £F1F 5]
n 27 27 26 27 80 107
Mean 26.84 28.30 29.69 31.05 29.68 28.97
) 10.57 8.15 10.04 11.77 10.04 10.20
Min 12.5 12.4 15.5 10.4 10.4 10.4
Median 23.80 28.80 27.90 28.20 28.15 27.70
Max 58.1 50.0 65.9 62.0 65.9 65.9
CHr (pg) [1 %EI Y £F17 8]
n 27 27 26 27 80 107
Mean 3471 34.83 35.35 35.22 35.13 35.03
SD 1.89 2.88 1.89 2.30 2.38 226
Min 30.7 27.2 31.3 31.1 27.2 27.2
Median 34.60 35.30 35.30 35.00 35.25 35.00
Max 38.5 38.6 39.7 44.1 44.1 44.1
EPO (IU/L) [1 %&E| D fF1F#HE]
n 27 27 26 27 80 107
Mean 9.826 10.826 11.219 9.993 10.673 10.459
SD 5.560 5.339 11914 5.126 7.951 7.405
Min 3.60 2.60 2.50 3.70 2.50 2.50
Median 8.800 10.000 8.300 9.000 8.850 8.800
Max 32.40 25.00 65.50 26.10 65.50 65.50
CHr : fRER~T 7 m B Gk, EPO: =Y A R=F L, Fe:fk, Hb: ~E/mbEY, H:~v 7 U b,

Max : F XM, Min : f/ME, Ret : #87RIMLER, RBC : #RMEK, SD : #EHE(RZE, sTR: Al h T2 7= 1
74—, TIBC : #EFEAHE, TSAT: T A7 = U U AfifE
Source : CL-0303 (5.3.5.4-1) Table 12.1.2.2.1.1
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276
B2 DEHEBRDE LD

gXYF XLy k

2.7.6.36.3 JAERE DR

TRIFEPI 2R OBREM OVEHMEIL, 77 B RHET1724 0, o X975 2 AF v b 50 mg #C 19.50
B, aX VT aA%y N 70mg BT 23.81 HE e 47 224 > k100 mg # T 20.01 TH -
Tro WG EAEHOVHFHGEIL, oF YT 224y F50mgBET574mg, 2% YT 22K v b
T0mg BET62.6 mg KU FHTFT 2 A X v bk 100mg BET 69.7mg Tho7- (372.7.6.36-5),

F£27636-5 CAEREDEE : SAF
X% ALy b
75K a fat
m m 100 m;
(N=27) oS s e s0+70+100me) | (N=107)
(N=80)
R K OURE SN Gl °
n 27 27 26 27 80 107
Mean 17.24 19.50 23.81 20.01 21.07 20.11
SD 8.59 7.71 0.82 8.06 6.69 7.37
Min 1.7 1.9 19.9 2.1 1.9 1.7
Median 23.86 23.86 24.00 24.00 24.00 24.00
Max 24.1 24.4 24.1 243 24.4 24.4
TR R OURE SN ) °
<3 2 (1.4%) 2 (1.4%) 0 2 (1.4%) 4 (5.0%) 6 (5.6%)
>31t0<6 3 (11.1%) 2 (1.4%) 0 3 (11.1%) 5 (6.3%) 8 (7.5%)
>6to<12 3 (11.1%) 1 (3.7%) 0 0 1(1.3%) 4(3.7%)
>12to<18 3 (11.1%) 2 (7.4%) 0 0 2 (2.5%) 5 (4.7%)
> 1810 <24 3 (11.1%) 7(259%) | 6(23.1%) | 7(25.9%) 20 (25.0%) 23 (21.5%)
>24 13(48.1%) | 13(48.1%) | 20(76.9%) | 15 (55.6%) 48 (60.0%) 61 (57.0%)
B by R EE S OWRFEIIN )
n 27 27 26 27 80 107
Mean 5.34 5.47 5.69 5.39 5.51 5.47
SD 1.16 0.98 0.42 1.06 0.87 0.95
Min 1.7 1.9 3.7 2.1 1.9 1.7
Median 5.71 5.86 5.86 5.86 5.86 5.86
Max 5.9 5.9 5.9 5.9 5.9 5.9
B 5 BT OME N Gl
n 22 23 26 22 71 93
Mean 14.39 16.27 17.07 14.76 16.09 15.69
SD 5.93 3.96 2.83 5.08 4.05 4.59
Min 1.7 3.7 6.0 4.0 3.7 1.7
Median 18.00 18.00 18.00 17.93 18.00 18.00
Max 18.1 18.4 18.3 18.3 18.4 18.4
Be G- BB HNCEI D 1T S o 5B O RYEfE (mg)
n 22 23 26 22 71 93
Mean 0.0 57.4 62.6 69.7 63.1 48.2
SD 0.0 20.6 27.4 31.0 26.7 35.6
Min 0 30 20 30 20 0
Median 0.0 60.0 57.2 62.8 61.1 44 .4
Max 0 102 116 120 120 120
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EE A S S 2.7.6
ER2DHBRDELD
aXhTFa ALy b
7T R & &t
_ 50 mg 70 mg 100 mg _
(N=27) (N=27) (N=26) (N=27) (50 + ZI(\)I jg})())o mg) (N=107)
FERFRAEICEID T ool EEOEEME (ng)
n 22 23 26 22 71 93
Mean 0.0 133.5 113.3 135.6 126.8 96.8
SD 0.0 63.9 41.6 374 49.3 69.2
Min 0 66 48 86 48 0
Median 0.0 113.3 110.0 120.0 120.0 105.0
Max 0 307 240 227 307 307

Max : fz KfH, Min : fz/IME, SD : BEYE(R A
a: IREEHIRNE (B G- B —#IEIEE G- A+1) /7 L0 HH,
Source : CL-0303 (5.3.5.4-1) Table 12.2.1.1.1

TRBRIEDIRFEESF R, 2 TOHM KO ERET96%LL ETH -7

(32 2.7.6.36-6) ,

#*276.36-6 AREDREINR : SAF
TXYT 2 AKXy |k
7T R I
50 m 70 m; 100 m,
(N=80)
BB SR DIRIEE T (%)
n 27 27 26 27 80
Mean 98.36 96.46 98.40 96.45 97.09
SD 3.06 6.48 2.10 7.59 5.92
Min 88.1 66.7 91.7 66.7 66.7
Median 100.00 98.61 98.61 100.00 98.61
Max 100.0 100.0 100.0 100.0 100.0
5 EEEMORIGETE (%)
n 27 27 26 27 80
Mean 98.97 98.05 98.72 96.71 97.81
SD 2.69 6.62 2.86 7.90 6.18
Min 88.9 66.7 88.9 66.7 66.7
Median 100.00 100.00 100.00 100.00 100.00
Max 100.0 100.0 100.0 100.0 100.0
P 5B A B OIRIEFR (%)
n 22 23 26 22 71
Mean 96.82 96.94 98.75 97.60 97.81
SD 5.86 3.50 1.99 3.70 3.16
Min 79.2 88.9 92.6 87.0 87.0
Median 100.00 98.15 100.00 100.00 100.00
Max 100.0 100.0 100.0 100.0 100.0
Max : fiz KfE, Min : fx/M#E, SD : ¥R~
Source : CL-0303 (5.3.5.4-1) Table 12.2.1.4
T AT T ABIER
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S A= SV N 2.76
BrOHBEDE LD
2.7.6.36.4 HxtE
FEMIER
BERER & YVIESEERTHOZERTMFE TO Hb [ELFRE
FAS TOR—R T A b 5 85 B M BRI £ ¢ Hb i _E A3 OS2 (Fh i)

X7 7 BARRET-0.052 (—0.080) g/dL/#, 2¥H7 =A% v & 50 mg #C 0.200 (0.205) g/dL/#,
BXYT 2 AX y ~70mg BET 0.453 (0.410) gdL/HK e X477 2 A% v & 100 mg #T 0.570

(0.593) gdL/EToh o7z, F7z, HbfE A HEEE OREM A2 O TR G 2 MBI T BSOS M O )
NH BT,

1 WREI Y £+ OB G2 IR+, &5%#@®Hhﬁ&@$%@§ﬁ®dﬂR1%,/%&Lti
DEAHT AT, BTCouaXHT Ay MNEEEREE 7 7 B R CHRIEREZTo 72, €
@%%,éf®m%ﬁ712&ybﬁk77ﬁﬁﬁf,&5§IE%®HVELﬁLE®%%%
FHEID, FHHFICHERENALNT. (£2.7.636-7),

%£27636-7 BREEETHDO Hb ELEERENDENRUXLLE : FAS
OXT o ALy k
77w R bre
(N=27) 50 mg 70 mg 100 mg (50+70+
(N=27) (N=26) (N=27) 100 mg)
(N=80)

Hb fHDON—A T A )b DEALBEDOME X (g/dL/E)

n 27 27 26 27 30

Mean —0.052 0.200 0.453 0.570 0.407

SD 0.142 0.160 0.256 0.240 0.270

Min -0.55 —0.10 0.04 0.16 —0.10

Median —0.080 0.205 0.410 0.593 0.378

Max 0.20 0.66 1.19 1.05 1.19
5oy °

ﬁ?fﬁﬁ%&ﬁgiﬁfﬁ (=Y - 0.254 0.508 0.623 -

FEM 25 O FHIEE 2 EHED 95% CI

R g A - (0.143, 0.365) | (0.396, 0.619) | (0.512, 0.733) -

TSR REEL OXF RO P E S ¢ - <0.001 <0.001 <0.001 -

eGFR : #ERCRERIAEEE, CI: EEXM, Hb: ~E/ 1 b, Max : fix X{E, Min :

a: N—RAT A UG REERRKIHMOR (K5 68, Wik TS SRR |
ZHRV, BEILICREURERE Y TEID, TOEBOMFEES E L THEHLE,

b: BT ET IV fHE = HERE + X—Z2 T4 D Hb i + HHIHERO eGFR f& (eGFR 7' /L — 7 : <15,
> 15 [mL/min/1.73 m?])

o EERMHTIL, L FOIEF CTHFIRIZESW T Tole, L.ed T 2 2%y b 100mg #E L 77 B AREE L O,
28X YT 2AX Y N T0mgREL T T RRBELE OLES, 30X T a2 AX v N S0mgBEE 7T B AREE L OLEL

d : BREIFA BEKRUERIH 0.05 TIT-o 72,

Source : CL-0303 (5.3.5.4-1) Table 12.3.1.2.1

fx/IMiE, SD : I UE(R =
ICHIE & 74T o Hb i

T AT T AR

745



S A= SV N 2.76
BrOHBEDE LD

BIREHEIE R
FEDEE Ho EDZEREE

2 X7 2 2%y MEFGHECRERKE TR B AR Hb i (10.0~12.0 g/dL) DERKFIE1E 61.3% T,
TR (222%) LML TR o7 (£ 2.7.6.36-8),

#276.36-8 HKBEDBIZHb EDZERE|E : FAS

OXhT o ALy b
77 &R {line)
_ 50 mg 70 mg 100 mg
(N=27) (N=27) (N=26) N7y |0 . me)
n HEFE n HEFE n HEFE n HEFE n HEFE
FRTRARE 27 | 5(185%) | 27 | 3(11.1%) | 26 | 7(26.9%) | 27 | 5(185%) | 80 | 15(18.8%)
AV —=r
ﬂfﬁ ?Hb g | 27 1GT) |27 | 3(ILI%) 26| 1G8%) | 27 | 2(74%) | 80 | 6(15%)
034 27 | 2(7.4%) | 27 3 (11.1%) 26 4 (15.4%) 27 1 (3.7%) 80 8 (10.0%)
2 i 27 | 4(14.8%) | 27 | 14(51.9%) | 26 | 18(69.2%) | 27 | 20 (74.1%) | 80 | 52 (65.0%)
334 25 | 3(12.0%) | 26 | 14 (53.8%) | 26 20 (76.9%) 25 | 19(76.0%) | 77 | 53 (68.8%)
438 25 | 3(12.0%) | 25 | 17(68.0%) | 26 | 23(88.5%) | 25 | 17(68.0%) | 76 | 57 (75.0%)
6 i 23 | 4(17.4%) | 24 | 19(792%) | 26 | 17(654%) | 23 | 14(60.9%) | 73 | 50 (68.5%)
E '—L'/
gziﬁ.ﬁﬁ%ﬁ 27 | 4(14.8%) | 27 | 21(77.8%) | 26 | 19(73.1%) | 27 | 24(88.9%) | 80 | 64 (30.0%)
IS S

8 22 | 4(182%) | 23 | 18(783%) | 26 | 17(654%) | 23 | 14(60.9%) | 72 | 49 (68.1%)
10 3 20 | 3(15.0%) | 23 | 19(82.6%) | 26 | 19(73.1%) | 23 | 15(652%) | 72 | 53 (73.6%)
1238 19 | 3(15.8%) | 22 | 16(72.7%) | 26 | 16(61.5%) | 23 | 16 (69.6%) | 71 | 48 (67.6%)
14 8 17 | 1(59%) | 22 | 17(77.3%) | 26 | 26(100.0%) | 23 | 18(783%) | 71 | 61 (85.9%)
16 3 17 | 3(17.6%) | 20 | 16(80.0%) | 26 | 23(88.5%) | 23 | 16 (69.6%) | 69 | 55(79.7%)
18 34 17 | 3(17.6%) | 20 | 15(75.0%) | 26 | 23(88.5%) | 23 | 21 (91.3%) | 69 | 59 (85.5%)
20 i 17 | 4(235%) | 20 | 15(75.0%) | 26 | 23(88.5%) | 23 | 20(87.0%) | 69 | 58 (84.1%)
223 17 | 2(11.8%) | 18 | 15(83.3%) | 26 | 23(88.5%) | 23 | 18(78.3%) | 67 | 56 (83.6%)
24 38 16 | 4(25.0%) | 18 | 15(83.3%) | 26 20 (76.9%) 23 | 19(82.6%) | 67 | 54 (80.6%)
PrEA& T I 27 | 4(14.8%) | 27 | 21(77.8%) | 26 | 20(76.9%) | 27 | 23 (85.2%) | 80 | 64 (30.0%)
B 4 | 27 | 7(259%) | 27 | 16(59.3%) | 26 | 15(57.7%) | 27 | 17(63.0%) | 80 | 48 (60.0%)
AR T I 27 | 6(222%) | 27 | 16(593%) | 26 | 16(61.5%) | 27 | 17(63.0%) | 80 | 49 (61.3%)

Hb: ~EZmbt
K38 DR Hb i 10.0~12.0 g/dL Z#ERF L7- B 0ElE
Source : CL-0303 (5.3.5.4-1) Table 12.3.2.3.1

B1E Hb {E TR DEREIE K U E R HAR

HA% Hb fE TR (10.0 g/dL) Z gk L7 BFEE (BIE) 1%, 77 BAREET 8] (29.6%), v
T2 AKX h50mg BET 25 61 (92.6%), BXHT o2 AKX > K 70mg FET 26 ] (100.0%) KOt m
X7 2 A% 100 mg BT 27 #] (100.0%) TH-o7e,

HAZ Hb i FIRZRIAB OFEEL, X VT 2XA %y F50mg#ET3. 78, ax 72Xy
F 70 mgBET2.6 M N FHF = A& » b 100 mg & 2.3 BT, ERINZEE D B RH BT,
77 B AREED A AR Hb T IR O EIL 8.1 W TH o7z (£ 2.7.6.36-9),

T AT T AR
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DX YT oAy

276
B2 DEHEBRDE LD

5% 2.7.6.36- 9 BiEHb {ETFR (10.0 g/dL) DFEMEIE R UEREAM : FAS
BXHTF ALy b
7 7R 50 mg 70 mg 100 mg ( br& )
(N=27) 7 7 ~ 50 +70 + 100 mg
(N=27) (N=26) (N=27) (N=50)
EERCIRIL
=353 8 (29.6%) 25 (92.6%) 26 (100.0%) 27 (100.0%) 78 (97.5%)
RIEAL® 19 (70.4%) 2 (7.4%) 0 0 2 (2.5%)
B FE Hb i PRI GE) °
n 27 27 26 27 80
U 6.0 2.0 2.0 2.0 2.0
gLl (95% CI) NA (10.0,NA) | 2.0(2.0,4.0) 2.0 (NA, NA) 2.0 (NA, NA) 2.0 (NA, NA)
SEHME (SE) 8.1(0.7) 3.7(0.4) 2.6 (0.3) 2.3(0.1) 2.9(0.2)
S I AT - 5.9 2.9 2.3 3.0
Cl: B[, Hb: ~EZ b, NA:#%M72L, SE: i

a: HEHbETIR (10.0 g/dL) &L Lah- o B
b : Kaplan-Meier € &2 SV CTHEH,
Source : CL-0303 (5.3.5.4-1) Table 12.3.2.4.1

EREVEE CamA£K)

FAS TOIREYIEMRTORFEZRES (Hb A 10.0 g/dL LI L, 2> EBI4AEF X Y Hb E2

1.0 g/dL VL E EF L7=BEOEIR) X, 77 B AREET 14.8%, B X VT 2 A X v b 50 mg BT 81.5%,
XY T2 ALy N T0mg BELX O R XY T 2 24 > N 100 mg #£ T 100.0% Th - 72 (K 2.7.6.36-

10),
#*276.36-10 AEHALAEORBEZUINE
OXT o ALy R
AN Ty
_ 50 mg 70 mg 100 mg
N=27) (N=27) (N=26) (N=27) (50+ Zﬁigf)?o mg)
FEhp® 4 (14.8%) 22 (81.5%) 26 (100.0%) 27 (100.0%) 75 (93.8%)
FEF D) 23 (85.2%) 5 (18.5%) 0 0 5 (6.3%)
Hb: ~E/mb
a: #2524 W FE TO Hb EA 10.0 g/dL LU E, 73> _—2 54 > 1V Hb {28 1.0 g/dL ULk B5R U783

Source : CL-0303 (5.3.5.4-1) Table 12.3.2.1.2

EREMEEG (EENNEHREN? G’

BET852% Th o7~ (F£2.7.6.36-11),

aRERT)
FAS ToO# b2 v ZWBA M) IR T 0 BREZENEIS
AL b 50 mgBET74.1%, 2 ¥ %7 2 A X > F 70 mg #E T 100.0% % N 47 = 2%~ k100 mg

T AT T AR
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S A= SV N 2.76

B2 OHBROE L8
#276.36-11 HEEREHEFES SERRRT ORREHEIS : FAS
OXYTF ATy k
s pré&
5 70 100

(N=27) (N:r;g) (N:I;6g) (szn;% (50 + ZI(\)I :8:) ())0 mg)
Eofl° S048%) | 20(41%) | 26(1000% | 23 (852%) 03 (80.5%)
FEE D 18 (66.7%) 3 (11.1%) : ; oo
HEI S (18.5%) 2 (14.8%) 0 4 (14.8%) 8 (10.0%)

Hb: ~E/mbE

a: &5 7N SEE 24 F TO Hb A 10.0 g/dL LA EA D> _—2F 1 > 10 Hb 2 1.0 g/dL LA E 5 L7z
b FEEFEEMOTILGIZETe,

Source : CL-0303 (5.3.5.4-1) Table 12.3.2.1.1

Hb EAY 10.0 g/dL IZE5E%, HIZ Hb [EZX#EFLI-AIERS Y FOEA

FAS T® Hb fE7S 10.0 g/dL I EIE%, HAE HbfE (10.0~12.0 g/dL) Z#ERF L7TCHIERA > F D
EEOEHEIL, 7T B REET46.73%, 0¥ VT 2 A% v b 50mg BET 84.41%, 0 X5 2 A X v
k70 mg #E T 82.88% & U ¥ %7 = A X b 100 mg #ET 79.43% CTh - 7= (3 2.7.6.36-12),

$27.6.36-12 Hb fEAS 10.0 g/dL IZEIEf%, B4 Hb BZEHRE LBIERAS > FOEIS : FAS

X% a2 ALy b
A iy

50 m, 70 m 100 m;

(N=80)
n 8 25 26 27 78

Mean 46.73 84.41 82.88 79.43 82.17
SD 28.36 20.52 16.67 18.02 18.32
Min 18.2 273 46.2 38.5 27.3
Median 46.15 90.91 84.62 76.92 88.19
Max 76.9 100.0 100.0 100.0 100.0

Hb: ~EZ7 B b, Max : ix KfH, Min: fi/IMHE, SD : YR
Source : CL-0303 (5.3.5.4-1) Table 12.3.2.2.1

FEOD Hb [EDEERBRMNDELE

P 5B FEEH TO FAS @ Hb EDN— 2T A b DLV EOEHEIL, HEEOHENIT LN
HNL7z, #5EfEHTIE, FFEOBMITA LRI ST,

2WEIVAHTC, aF T axZy Ml 3 EEGREL oo T2 BE TOREH& TIRFO Hb fHOFE)
BT 10.80 g/dL, # 1 [AIFE5HETIL 1042 g/dL T, WTFNOFEGHETH 2 KEID (10D H&5 24
WO RREAE T F T HAE Hb EAHER Sz,

2.7.6.36.5 EYERE

FE 6 TORX YT 2 2%y hOMIEPREDOFAMFEIL, nXY7T22%y h50mg BT
536.733 ng/mL, B F¥H%F 2 A% v K 70 mg £ T 1086.563 ng/mL X ' FHF = A ¥ >~ k 100 mg
FET 1297.387 ng/mL Th - 7=,

T AT T AR
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S A= SV N 2.76
BrOHBEDE LD

2.7.6.36.6 T Dtk
ATy

FAS DTV E, &ToadxH T axy y MEGRET, 1BBREERGHI—AT 1 b
ML, BHEBREMICER/MEL 780, TOREGEEMIZN—ZT A 2 10O OME E T
MUTe, ~"T P OEBIHEKRGEIA DN oTz, 77 B ARRECIERBERIR 28 L T
R—=Z2 T A 6 DOY LR EAIX D> T,

QOL 5¥{fi (SF-36)
SF-36 A =17 DAL EDOFIEIT/NS <, RERBIMH 208 L TH L2 l[midA b ol

2.7.6.36.7 &M%

FESROBME

HERZORBERITT 7V REET704% (1927 4)), ox¥5F 2 2% > b 50mg BT 74.1%
(20127 f5), B Y5 2 2 & b 70 mg #ET 88.5% (23/26 ) KX 100 mg & T 74.1% (20/27 151)
T, G CRRE Ch T2,

RIEH ORBRENGILT 7 B RBET 14.8% (427 41), 2 X %7 2 2%~ | 50 mg # T 37.0% (1027
), BXHF 2 A%y b 70mg BET 15.4% (4/26 i) KO m 45 2 2%~ b 100 mg T 18.5%
(5127 ) T, B X YT 2 AKX vk 50mg BECTRED > T2), ZOMOELERETIZFRRE ChH -T2,
KRR CTIIE T I A DN Do 1o, BERAFEFRORIEIGIT, 77 B ARBET 7.4%(2/27 1),
2X T 2 2Ly b 50mg BET 22.2% (6/27 ), =m¥H7F 2 2% v b 70 mg BT 7.7% (2/26 i)
FOax %5 2 A% > b 100 mg BETIE 11.1% 327 #) T, 2 ¥HF 2 A% v b 50 mg BETE A -
e, FOMOE R TIXFABRE Ch -7, EERREMIL, vV 724y b 50mg #ELW
2X YT 224y N 100mg HEOK 1 6] (3.7%) IZHA b,

BRI G IEICE > EFRRORBEAE, 7T BRETT4% Q274)), vx¥F A
&yhﬂmgﬁfaw%<wmﬁ)&Uﬂ#%rnx&yﬁlmngﬁfi1n%(Mwm)f
OXYT 2 AX y b T0mg BETIERI L2 o7z, 1BBREK G FIEICE > T-EWEH ORBEE &
T?fﬁﬁ&@n#ﬁ%JX&yL1mngﬁ®%1w1Qw@,D%%TJZ&y%ﬂmgﬁ@
261 (7.4%) (A BT (K 2.7.6.36-13),

T AT T AR
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REHFaAL Y b 2.76

BErDRBEDELED
& 276.36-13 HEBROME : SAF
OXYF 2 RAH Yk
77w 50 70 100 bre
_ mg mg mg
(N=27) (N=27) (N=26) -2y 0% (713_+8 :);)0 me)
HEREG 19 (70.4%) 20 (74.1%) 23 (88.5%) 20 (74.1%) 63 (78.8%)
Wi 17 (63.0%) 13 (48.1%) 18 (69.2%) 14 (51.9%) 45 (56.3%)
AR 1 (3.7%) 5 (18.5%) 5 (19.2%) 5 (18.5%) 15 (18.8%)
HE 1 (3.7%) 2 (7.4%) 0 1 (3.7%) 3 (3.8%)
BITEM® 4 (14.8%) 10 (37.0%) 4 (15.4%) 5 (18.5%) 19 (23.8%)
BT 0 0 0 0 0
HEELAESER 2 (7.4%) 6 (22.2%) 2 (7.7%) 3 (11.1%) 11 (13.8%)
EEZBEM® 0 1 (3.7%) 0 1 (3.7%) 2 (2.5%)
TR 5P EICE S 7 . . , .
Y 2 (7.4%) 8 (29.6%) 0 3 (11.1%) 11 (13.8%)
PN - -
f‘%ﬁ%iﬁ‘b@m‘io = 1 (3.7%) 2 (7.4%) 0 1 (3.7%) 3 (3.8%)
IE

a: B Y ERNIC LV e & oBEMED TBIHH 5208 Lty X TS BEH Y | LHE ST,
L <VEBIEHEDT —# BRI OH EFEL

Source : CL-0303 (5.3.5.4-1) Table 12.6.1.1.1, Table 12.6.1.4

0%

FEER

7T B ARBECRBEIA N 5% E B T AERERIL, BWHIEE, ML O Ch o7z, vx 3
T a ALy MIGRETHRBEIGD 5% A2 BA A EFZIL, WK, TH, BEOKOENEE A2
Tholz (3£27.636-14),

£ 276.36-14 HEZEZR :SAF

MedDRA Version 15.1 L . BEXYT2AL Y b N
TRE RIS 7 7_?ﬂ< 50 mg 70 mg 100 mg G
A (N=27) (N=27) (N=26) (N=27) (50 + ZI(\)I +8:) ())o mg)
S 19 (70.4%) | 20(74.1%) | 23(88.5%) | 20 (74.1%) 63 (78.8%)
MiER LY v GREE 1.(3.7%) 0 0 0 0
P I, 1 (3.7%) 0 0 0 0
ol 2 (7.4%) 1 (3.7%) 1 (3.8%) 2 (7.4%) 4 (5.0%)
LB AlEh 1 (3.7%) 0 1 (3.8%) 0 1(1.3%)
5 o MR LARE 1 (3.7%) 1 (3.7%) 0 0 1 (1.3%)
S IHE 1 (3.7%) 0 0 0 0
EUlES 0 0 0 2 (7.4%) 2(2.5%)
His LUk mE 0 2 (7.4%) 0 1 (3.7%) 3 (3.8%)
R 0 0 0 1 (3.7%) 1 (1.3%)
BERTi] 0 1 (3.7%) 0 0 1(1.3%)
[ElEEPED F 0 1 (3.7%) 0 0 1(1.3%)
MR s 0 3 (11.1%) 2 (7.7%) 1(3.7%) 6 (7.5%)
FE M 1, 0 1 (3.7%) 0 1(3.7%) 2(2.5%)
LS 0 0 1 (3.8%) 0 1 (1.3%)
AR M v e 0 1 (3.7%) 0 0 1 (1.3%)
BB 0 1 (3.7%) 0 0 1(1.3%)
HARANRE 0 0 1 (3.8%) 0 1 (1.3%)
T AT T ABIER
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EESAAED S S 2.7.6
B2 DHEBRDFELD
MedDRA Version 15.1 o . REYT ALYk TN
2B BRI 7 7;12 % 50 mg 70 mg 100 mg bra
HAGE (N=27) (N=27) (N=26) ~N=27) | 50+ Zﬁ*g})()’o mg)
fi 7R H I 0 1 (3.7%) 0 0 1(1.3%)
B IGFEE 2 (7.4%) 8 (29.6%) 9 (34.6%) 5 (18.5%) 22 (27.5%)
R 0 1 (3.7%) 0 0 1(1.3%)
THE R 0 1 (3.7%) 0 0 1 (1.3%)
FHE 0 0 1 (3.8%) 0 1(1.3%)
{5 0 3 (11.1%) 0 1.(3.7%) 4 (5.0%)
L) 0 0 0 1 (3.7%) 1(1.3%)
T 1 (3.7%) 3 (11.1%) 4 (15.4%) 1 (3.7%) 8 (10.0%)
HH L MR 0 1 (3.7%) 0 0 1(1.3%)
ER = 0 0 1 (3.8%) 0 1 (1.3%)
BIE 0 1 (3.7%) 0 0 1(1.3%)
EELS 0 0 1(3.8%) 0 1(1.3%)
UHAMEE % 0 1 (3.7%) 0 0 1 (1.3%)
G 0 2 (7.4%) 3 (11.5%) 0 5 (6.3%)
0% 1 (3.7%) 1 (3.7%) 0 0 1(1.3%)
PREFENME B B 0 0 0 1 (3.7%) 1 (1.3%)
Mg - 1 (3.7%) 2 (7.4%) 0 1 (3.7%) 3 (3.8%)
LU AN By s N SR
®§ﬁiﬁh%®i0&5$m 2 (7.4%) 1 (3.7%) 5(19.2%) 2 (7.4%) 8 (10.0%)
BB A Rk 0 0 0 1 (3.7%) 1 (1.3%)
LR 0 0 2 (7.7%) 0 2 (2.5%)
I 1 (3.7%) 0 0 0 0
FAYVE IS 1 (3.7%) 1 (3.7%) 2 (7.7%) 0 3 (3.8%)
FEEN 0 0 1(3.8%) 0 1(1.3%)
S 0 0 0 1 (3.7%) 1 (1.3%)
JH PEE % bR 5 2 (7.4%) 0 0 0 0
SEWPERTF R 1 (3.7%) 0 0 0 0
JRERE 2L 1 (3.7%) 0 0 0 0
FRYLIER K OVE A BUE 9 (33.3%) 7 (25.9%) 14 (53.8%) 11 (40.7%) 32 (40.0%)
RE IR 1 (3.7%) 0 0 0 0
EEZE 0 0 0 1 (3.7%) 1 (1.3%)
FHER 0 0 1 (3.8%) 0 1 (1.3%)
BIBR 1(3.7%) 0 0 0 0
HEE M AL 1 (3.7%) 0 0 0 0
Biffi L~ 2 0 0 0 1 (3.7%) 1 (1.3%)
f 7T HF 0 0 2 (7.7%) 1 (3.7%) 3 (3.8%)
FR S M 0 0 1 (3.8%) 0 1 (1.3%)
ELIRTAE 6 (22.2%) 5 (18.5%) 8 (30.8%) 8 (29.6%) 21 (26.3%)
e JE 0 1 (3.7%) 1(3.8%) 0 2 (2.5%)
WHEE 2% 0 1 (3.7%) 1 (3.8%) 0 2(2.5%)
E S 0 1 (3.7%) 1 (3.8%) 0 2(2.5%)
e/ 0 0 0 1(3.7%) 1(1.3%)
RGBSR 0 0 1 (3.8%) 0 1(1.3%)
BE, PHER X OWE S IHE 2 (7.4%) 5 (18.5%) 2 (7.7%) 2 (7.4%) 9 (11.3%)
A5 0 4 (14.8%) 0 0 4 (5.0%)
g 0 0 1 (3.8%) 0 1(1.3%)
FHIT 1 (3.7%) 0 0 0 0
RiE g 0 0 0 1 (3.7%) 1(1.3%)
B 0 0 1(3.8%) 0 1 (1.3%)
VU i HE 55 1 (3.7%) 0 0 0 0
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REHFaAL Y b 2.76
B2 DHEBRDFELD
MedDRA Version 15.1 o . REYT ALYk TN
2B BRI 7 7;12 % 50 mg 70 mg 100 mg bra
HAGE (N=27) (N=27) (N=26) ~N=27) | 50+ Zﬁ*g})()’o mg)
lom&Ef 0 1 (3.7%) 0 1 (3.7%) 2 (2.5%)
FORABE 1. Ji 0 1 (3.7%) 0 0 1(1.3%)
i R AR A 1 (3.7%) 4 (14.8%) 1(3.8%) 2 (7.4%) 7 (8.8%)
fﬁf;g;ﬂ% SARALE 0 1 (3.7%) 0 1 (3.7%) 2 (2.5%)
A Y > HEn 0 1 (3.7%) 0 0 1(1.3%)
M EART 0 1 (3.7%) 0 0 1 (1.3%)
i E E5- 1 (3.7%) 1 (3.7%) 0 0 1(1.3%)
1 H R B N 0 0 0 1 (3.7%) 1(1.3%)
C-IGPEE A 0 0 1 (3.8%) 0 1 (1.3%)
R L OREEE 2 (7.4%) 5 (18.5%) 4 (15.4%) 3 (11.1%) 12 (15.0%)
TV R—=VA 1 (3.7%) 0 0 0 0
VAUR] 0 0 1 (3.8%) 0 1 (1.3%)
Jid 1 (3.7%) 0 1 (3.8%) 0 1(1.3%)
BV T A IAUE 0 0 0 1 (3.7%) 1(1.3%)
&) T 0 1 (3.7%) 2(7.7%) 1 (3.7%) 4 (5.0%)
e U P 0 0 1 (3.8%) 0 1(1.3%)
5 PR 8 ME 0 1 (3.7%) 0 0 1(1.3%)
& v A E 0 1 (3.7%) 0 0 1 (1.3%)
A M HEE 0 2 (7.4%) 0 1 (3.7%) 3 (3.8%)
kR 3 K OV Rk 55 4 (14.8%) 3 (11.1%) 4 (15.4%) 4 (14.8%) 11 (13.8%)
B 0 1 (3.7%) 0 0 1(1.3%)
B 1 (3.7%) 1 (3.7%) 2 (7.7%) 1 (3.7%) 4 (5.0%)
B i Froffe 0 0 1 (3.8%) 0 1(1.3%)
RERT 2 (7.4%) 0 1 (3.8%) 0 1 (1.3%)
B R [ 1 (3.7%) 1 (3.7%) 0 0 1(1.3%)
I 0 0 1 (3.8%) 0 1(1.3%)
25 TN BRI AE 0 0 0 1 (3.7%) 1 (1.3%)
Y53 0 1 (3.7%) 0 1 (3.7%) 2 (2.5%)
T 10 7 M i 0 0 0 1 (3.7%) 1 (1.3%)
B IAEFH HERE 0 0 0 1 (3.7%) 1 (1.3%)
ey ¢ 0 0 0 1 (3.7%) 1 (1.3%)
B, MR X OSERH O3
AW (BREBIOR) —T7%5 0 1 (3.7%) 0 0 1(1.3%)
ip)

/BRI 0 1 (3.7%) 0 0 1(1.3%)
PR RS 0 2 (7.4%) 3 (11.5%) 6 (22.2%) 11 (13.8%)
PR 2 — o — 0 0 1 (3.8%) 0 1 (1.3%)
FEMED F 0 1 (3.7%) 1 (3.8%) 1 (3.7%) 3 (3.8%)
GBIV 0 0 2 (7.7%) 2 (7.4%) 4(5.0%)
T SRR 0 0 0 2 (7.4%) 2 (2.5%)
e 0 0 0 1 (3.7%) 1(1.3%)
R 0 1 (3.7%) 0 0 1 (1.3%)
FE TR E 0 0 1 (3.8%) 0 1 (1.3%)
AIRAE 0 0 1 (3.8%) 0 1(1.3%)
B LR E 1 (3.7%) 4 (14.8%) 0 1 (3.7%) 5 (6.3%)
TP R4 1 (3.7%) 4 (14.8%) 0 1 (3.7%) 5 (6.3%)
FEOR 2R, HOERids K OEhmpss 2 (7.4%) 2 (7.4%) 2 (1.7%) 1(3.7%) 5(6.3%)
IR 2 (7.4%) 0 0 1 (3.7%) 1 (1.3%)

H IPENH SE R 0 1 (3.7%) 2 (7.7%) 0 3 (3.8%)

T AT T ABIER
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gXYF XLy k

2.7.6

B2 DHEBRDFELD
MedDRAVe‘rsion 15.1 S5 BEYT2AL Yk TN
EEGlPNG | (N=27) 50 mg 70 mg 100 mg (50 + 70 +El100 mg)
Ex — . .
FEAGE (N=27) (N=26) (N=27) (N=80)
JIELJE A ek 0 0 0 1 (3.7%) 1(1.3%)
WE I BN 0 1 (3.7%) 0 0 1(1.3%)
KRG ¥ KO TRk RS 1 (3.7%) 2 (7.4%) 2(7.7%) 3(11.1%) 7 (8.8%)
RS 0 0 1 (3.8%) 0 1 (1.3%)
gz 0 1 (3.7%) 0 0 1(1.3%)
KRR Z 5 0 0 0 1 (3.7%) 1(1.3%)
B i 0 1 (3.7%) 0 0 1 (1.3%)
I35 AR 0 0 0 1 (3.7%) 1(1.3%)
Z 5 FEIE 0 1 (3.7%) 0 0 1(1.3%)
EHME O PR 0 0 1 (3.8%) 0 1(1.3%)
FEOS A 0 0 0 1 (3.7%) 1(1.3%)
e 1.(3.7%) 0 0 0 0
B AR 0 0 0 1 (3.7%) 1 (1.3%)
SRR L OWEHMLE 0 1 (3.7%) 1 (3.8%) 1 (3.7%) 3 (3.8%)
ik v > bRl 0 0 1 (3.7%) 1(1.3%)
DT 7 L—a 0 0 1 (3.8%) 0 1(1.3%)
FRI) PR i 0 1 (3.7%) 0 0 1 (1.3%)
fiiiEgie 3 (11.1%) 2 (7.4%) 2(7.7%) 1 (3.7%) 5 (6.3%)
TREB AR ML AR SE 0 0 1 (3.7%) 1(1.3%)
VU i 3 5E 0 0 1 (3.8%) 0 1 (1.3%)
& i JE 1 (3.7%) 2 (7.4%) 1 (3.8%) 0 3 (3.8%)
R 1 (3.7%) 0 0 0 0
ERGEREE SR 1 (3.7%) 0 0 0 0
Source : CL-0303 (5.3.5.4-1) Table 12.6.1.2.1
T AT T AR

753



nXYT o AH b

2l{ER

2.7.6

B2 DEHEBRDE LD

77 v RBETRBREIE N 2% 2B T-EWERIL, 9 oM OARE, ON%K, TRIENR ORTHERE R
Tholz, BXHT 2 A v MEGRECHRIEIEN 2%2 B 2 -8IERIL, @iiE, B, g,
B E VR OTEIR Tdh 7 (£ 2.7.6.36- 15).

% 27.6.36-15 EI¥EA : SAF
MedDRA Version 15.1 . REY T2 RSy b -
BRI ’ 7_?7‘k 50 mg 70 mg 100 mg bt
HAE (N=27) (N=27) (N=26) (N=27) (50 + 70 + 100 mg)
N=80
SN 4(14.8%) | 10(37.0%) | 4(15.4%) | 5(18.5%) 19((23.83A))
DEEE 1(3.7%) 0 0 0 0
5 o ML 4 1 (3.7%) 0 0 0 0
His LUK RE 0 1(3.7%) 0 0 1 (1.3%)
[ElfEME D F 0 1 (3.7%) 0 0 1(1.3%)
(=S 0 2 (7.4%) 0 0 2(2.5%)
B B 0 1(3.7%) 0 0 1(1.3%)
TR H 0 1(3.7%) 0 0 1(1.3%)
Ell i 1(3.7%) | 5(18.5%) 1 (3.8%) 1 (3.7%) 7 (8.8%)
{5 0 1(3.7%) 0 0 1 (1.3%)
T 0 1(3.7%) 0 0 1(1.3%)
L 0 1 (3.7%) 1 (3.8%) 0 2 (2.5%)
N % 1 (3.7%) 1 (3.7%) 0 0 1 (1.3%)
A 0 1(3.7%) 0 1(3.7%) 2 (2.5%)
—% - RHEEL LRGN OREE | 1(3.7%) 0 0 0 0
T 1 (3.7%) 0 0 0 0
JH R E R B 1(3.7%) 0 0 0 0
iR 1 (3.7%) 0 0 0 0
JEYE RS L OV thE 0 0 1 (3.8%) 0 1(1.3%)
FR S 0 0 1 (3.8%) 0 1 (1.3%)
R AR B A 0 0 0 1 (3.7%) 1(1.3%)
1A SRR N 0 0 0 1(3.7%) 1(1.3%)
Rt L Ok E 0 0 1(3.8%) 0 1(1.3%)
A ) v I iE 0 0 1 (3.8%) 0 1 (1.3%)
B HERI6 KOS G AR 0 0 0 1(3.7%) 1(1.3%)
DU i g 0 0 0 1.(3.7%) 1 (1.3%)
B, MR X OREARH oA
($EhH El: oA Y fgﬂigga@fﬁ K 0 LET%) 0 0 1(13%)
/BRI 0 1(3.7%) 0 0 1(1.3%)
TR R R 0 2 (7.4%) 1 (3.8%) 3 (11.1%) 6 (7.5%)
FEMED F 0 1 (3.7%) 0 1 (3.7%) 2 (2.5%)
G 0 0 1(3.8%) 1 (3.7%) 2 (2.5%)
TR BHRR 0 0 0 1 (3.7%) 1(1.3%)
PR 0 1 (3.7%) 0 0 1 (1.3%)
B KO TRk S 0 0 1(3.8%) 0 1 (1.3%)
L yMEE S FERE 0 0 1 (3.8%) 0 1(1.3%)
ik s 0 2 (7.4%) 1 (3.8%) 1 (3.7%) 4 (5.0%)
TREB AR ML AR S 0 0 0 1.(3.7%) 1(1.3%)
e I 0 2 (7.4%) 1 (3.8%) 0 3(3.8%)
Source : CL-0303 (5.3.5.4-1) Table 12.6.1.3
T AT T ABIER
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REHFaAL Y b 2.76
fBLDRBROE LD

BT
KRR TIIFEC 1T A N2 D 2T,

ERELEESER

7T R THRATIEGN 2% 5 B2 L HERAFFRIL, TYMITRE, MEEEBE, BEE
RERORMBARAENIREB TH -T2, B X VT 2 24 v MEGEECRBEIAN 2% 4 B2 - HE
BRHEFRITEEBTAETH o7 (3£2.7.6.36-16),

HEZBEWERIL, a7 2 2% v 50 mgBED 1] CNAERE) O\ a 45 = 2% » k100 mg
BED 1] (GRERERARMARIE) 124 Bz,

£ 276.36-16 EELHEEZR : SAF

MedDRA Version 15.1 L RXY7aRSy b
FAEY DN | 77ER 50 mg 70 mg 100 mg e
HAGE (N=27) (N=27) (N=26) N=27) | 0% Zﬁ*g:)‘;o mg)
S 2 (7.4%) 6 (22.2%) 2 (7.7%) 3 (11.1%) 11 (13.8%)
B 0 1 (3.7%) 0 0 1(1.3%)
L MR 0 1 (3.7%) 0 0 1 (1.3%)
JH PEE % bR 5 1 (3.7%) 0 0 0 0
SEWPERTF R 1 (3.7%) 0 0 0 0
JEYE B X OV% A BUiE 1 (3.7%) 0 0 0 0
A B 1 A 1 (3.7%) 0 0 0 0
BE, PHEB L OWESIHE 0 1 (3.7%) 0 0 1(1.3%)
AR if. e 0 1(3.7%) 0 0 1(1.3%)
R L Okl 0 0 1 (3.8%) 0 1 (1.3%)
b5 R 0 0 1(3.8%) 0 1(1.3%)
P M X ORERIR B 0%
b G OR) e aar | 0| 167 |0 : 0%
/NH R 0 1 (3.7%) 0 0 1(1.3%)
B LR E 1 (3.7%) 2 (7.4%) 0 1 (3.7%) 3 (3.8%)
BB A4 1 (3.7%) 2 (7.4%) 0 1 (3.7%) 3 (3.8%)
SRR L OWWEHMLE 0 1 (3.7%) 1(3.8%) 1 (3.7%) 3 (3.8%)
Tk ¥ > b FIR 0 0 0 1 (3.7%) 1 (1.3%)
DT 7 L— g v 0 0 1 (3.8%) 0 1 (1.3%)
BILRNSEIES 0 1(3.7%) 0 0 1(1.3%)
1 A R 1 (3.7%) 0 0 1 (3.7%) 1 (1.3%)
TR Fr IR AR E 0 0 0 1 (3.7%) 1 (1.3%)
FAHBINR A ZEMER B 1 (3.7%) 0 0 0 0

Source : CL-0303 (5.3.5.4-1) Table 12.6.1.7

BERENERIFCES-HEEE

TR 5P LIS E > oA ERFROBREAE, 77 vREETT4% QR74)), aXHhT oA
2 k50 mg BT 29.6% (827 ), mxHTF =A% 100mg BET 11.1% (327 ) Kte %
BT 2 X Ey MFERET 13.8% (11/80 i) T, =¥ H 7 2 X% v b 70 mg FECTIIFBLL o7z,

T AT T AR
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DX YT oAy

2.7.6

B2 DEHEBRDE LD

BRI S ILICE S BIERIL, 77 B AREED 1 6] (FFRERER ), o 4T 2 A X v bk 50 mg
BED 2 B (GEBEFEIE L O AR IS 1 61]) RO a5 2 A% v b 100 mg BED 1 1 (GEEREH R
MARSE) A BHIT- (3£2.7.6.36-17),

£ 2.7.6.36- 17

BERERERIFICE>EBEEER : SAF

MedDRA Version 15.1

OXhT o ALy b

#E BRI 7 7R 50 mg 70 mg 100 mg Dhe&
=5 (N=27) _ _ _ (50 + 70 + 100 mg)
FEAGE (N=27) (N=26) (N=27) (N=50) g
ZNUN 2 (7.4%) 8 (29.6%) 0 3(11.1%) 11 (13.8%)
(=S 0 2 (7.4%) 0 0 2 (2.5%)
B IE 0 1 (3.7%) 0 0 1(1.3%)
il 7R H af. 0 1 (3.7%) 0 0 1(1.3%)
JH PEE % bR 5 1(3.7%) 0 0 0 0
JERREEL 1 (3.7%) 0 0 0 0
FRYLIER X OV BUE 1 (3.7%) 0 0 0 0
HEE I G 1 (3.7%) 0 0 0 0
BE, PHEB X OLESIHE 0 1 (3.7%) 0 0 1 (1.3%)
BT 1. e 0 1 (3.7%) 0 0 1(1.3%)
R L OREREE 0 1 (3.7%) 0 0 1 (1.3%)
i pE 0 1 (3.7%) 0 0 1 (1.3%)
B L ORI RS E 0 3 (11.1%) 0 1 (3.7%) 4 (5.0%)
B AL 0 3 (11.1%) 0 1 (3.7%) 4 (5.0%)
SRR K O R LE 0 1 (3.7%) 0 1 (3.7%) 2 (2.5%)
GRS v o b T 0 0 0 1 (3.7%) 1(1.3%)
BRI PR i 0 1 (3.7%) 0 0 1(1.3%)
A% 0 0 0 1 (3.7%) 1(1.3%)
TR E R A2 S 0 0 0 1 (3.7%) 1(1.3%)
Source : CL-0303 (5.3.5.4-1) Table 12.6.1.9

FRERRETE

X YT 2 2Ly MEAEET, BH4 BRI L 2T a—LOFEEDERT (R—2F 1 v
HiK 1.020 mmol/L X F) KOt u 7T AV ONBED EH (R—RF 4 bk
999 mg/L L5 BArbNT, Z£OMORARKRERE T, &EFFTHLNRENIR -7, Bk
&@LU C, [F—ORIKRTALT KO XX AST 78 ULN @ 3 f75>> TBL ¥ ULN @ 2 f% % # %

7EREFEITIW o T,

R RATIEE DO RREME N D D HFBN T T B RBETH LN, YaRA XS — L kT a7
= K % EIRERA Y RTINS 4y, TRERER & oM S E ST,

NAZIWHY A Y, DERRMiOZEMFHEER

TIERHEROR XY T 2 AKX v MET, NA XAV A 2 R OEEOEEEO VT IS SRR
IR R & 2R BB TR0 o T,
ERARMICEHE R LEMRF I T 2 2%y METIHRBRYIMZE L AL, LaL,
BRARAICHE 0 DEMRTIL, A7) —= 7P FRE TR Y @WEE TA LT,

T AT T AR
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S A= SV N 2.76

B2 DEHEBRDE LD

DXV o A X v b 70 mgBET, R TR QTe [FEAS 500 msec LA _E & 72 > 72 23 151 (3.8%)
BN, N—=RA T A I HRERKE TIREC QTe M@ 60 msec # DML A SR> T2,

2.7.6.36.8 #&im

R R T A DD P 5B [ E B BT RE & T oD Hb i 5555 0 SEY L A B SOGPE A A
biz, Flz, E2CouXY T 22Xy MEE T T RAREET, &5 EEEY O Hb i EH#H

FE DFREE G MBI, BT FRINCA B R EN S BT,

nXYT o AKXy NEEOHE Hb E (10.0~12.0 g/dL) OERREIEIL, 7T BRRELHE LT

o T,

HEE Hb E FRR (10.0 g/dL) Z R L7ZEIGIE, X VT a2 x &y NETT TBARREL i L

T <, BAE Hb i FIRERAHIEIZH &IV L, 77 2R L bl L TR o 72,

BEM AR CORMBEDEIEGIL, vX VT aRX¥y NECTT TR E KL TRNoT,

Hb E725 10.0 g/dL (224, HAE Hb A HERF L-JERA > FOEIGIE, aX T a2 xH >
METT TR L TENo T,

TRAFHIE ME R iR 1 O BHERMABE L, vX YT 2 A v haEE LEBEOREMER O
SEIXRAFCh o T2,

T AT T AR

757





