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ASP15854.5 g/ HEE, 77 B ARREOEENE(R 2% KEH MR 1.5 ¢/H tid BEL VN 4.5 g/H
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(HEAL) DOF T OB IME 180 mmHg PL_E 2> ¥EdEMIME 120 mmHg LL_E) @
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a2 b — VNS IiE [washout #IE H O Mg EHTRTO MERE (A0 D955, 2/3
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ASP15854.5g/H#E : ASP1585 & LCT4.5¢g/H (1A 1.5g 1 H 3[A)
72 AREE : ASP1585 T &R

RE58 Haaht 1 EHEY) [E1%%
ASP1585 1.5 g/HB¥ 000000
ASP1585 3.0 g/HE¥ 000000 x1 8 3@
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(BR 4RI &)
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B R LFOME - RIS, 1 H3E, BEENCROHE L,

ARG IEYE 2T 72 U7 R D MyE U RS 6.0 mg/dL Lk 8.0 mg/dL K D54« Mgt
NI7v—LLT30gH (1H1.0g 1H3IFE),
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ARG FENE AT 72 LIRS D IIE U V)Y 8.0 mg/dL LA _E 10.0 mg/dL Ri D4 « Wl
ERTv—L1LT60g/H (1[F20g 1 H3IHE)
(A & RFIE)
BRARKE L 2 WRIMERF L, BGBIMA 2 %L O3 BRICHBROFHEEZ{T- 72,
MEOFRITR GG 1 %L 2BBOME Y S REXUDAEFROBHRFELHEL, BB
FEATLER SUTIRBR S HEER O X 0 B 5 BOHE S 5 WITHERF AR ET D5 2 & & Lo, ¥
BITHERE T ~—&L LT 1EHE (250mg) L2 & (500 mg) (750 mg/H X% 1.5¢g/H) &L
7o 72F, IMTE YV HEREED HAEfEIL 3.5 mg/dL LA L 6.0 mg/dL AKiii & L7=,

(AEHREIRR]

KIEZE MAHRER (ILY-1201 3ER) UEICB VT, HIEARTH 5 1.5g/H tid BEOZE G TIFO
NR—=Z T A P HDOMIEY VIREEEE, —1.28mg/dL Tho7z, ZOFEEZIEIRTH DHiRE
BT~ —OENE T AHRBRAAT & Ll U72f5 ), ASP1585 1.5 ¢/H tid B L it~ T ~—D 3.0
g/ BEEMZIERBREOME Y VREER T IREZ LTS EEBEZ BN, Lo LS5 gBAAAAN
IZBIT DA EE L CRIRSND RN H D &l L, SIRHREICRE LT,

F7o, KESTMRS (LY-1201 388 © 1 H 3 BEHRSEHIBWOTE, AEOHBIMIEVO R
AT TAT U ANRRIIEGOEIE NN L T\ CERIRE= 7T 4 7 A% 1.5 g/ tid
BE85%, 45¢/H tid B 80%, 9.0g/H tidHE71%), L22L2RRn s, YHRIEa T I7A4T A%
TR U HEE AR R & iy ) IR T R OBE S, AFNIH BEER R ) K
TR ERT EFE X B, ASP1585 D 6 g/H 2 hH L7-RrD Ml Y K T &% 2.0 mg/dL A
BT ENT, 2mgdL BREOMIEY) VEEDKTNEONTEE, X—2AT7 A4 L 0MmiFY) >
MEEEDS 8 mg/dL DHE T, KEDHA FT A o OF B RO 6 mg/dL % TIig V ol 215
TERHLZENTEDLEEBEZIOND I EDNLEAMICEROOLIELETHL EEZEX DN, —
¥, W7 ~—OEN LK OVESNERE RSB WO T, BARADGBSMEA X0 50 MiE U
VIBEAR TR A R T AREME N RIS TS, LEBR- T, ARIZBWTIX45gH%E ERE
L CaRBra i L, MERIGEGRE 77 v RIcxt T 22 e 2 2 Lok Y, FHIERER
OFERFARAZBIRTE 2 B2 b, —J7, ZRMIZHWTL, KETHEM S - ERRRR
IZBWTC, BEERAZSRE LS TR CIIREAE 15y H, BITREExRE L1
RERCIIAEHE 9 g/ HE TORBMTONATWVD, ZThHDRBRICEWTITLLeM Lok A
MEEEEO b THE 6T, BWEAORE, RBERIZHONTHHABERICKE REITRDh o7,
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]
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(2)  mERE
washout HIBA#AD DIGFIIRIM TE CTEE LRI L & L7z,
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LIF ORI DX PEREZRTHZ L L Lic, STESTIRT 2561 HoERE L TER
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(1) PFAZERIO MR L EF S8 2 Rt & 2 3EHA)
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D=0 A= o
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HEEICBET L L),
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@5)
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Mg A L (3) D

17 AE AR T
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(IR A (LM EgE o 7)) D

©

AHHEL

Y V VYV

YV VYV

MRFERAE (GENRE) © AfEkE, JRimEkE, Hb, Ht, /Mg
MR A (RSMiEER ) (BENHIE) : pH, HCO;, pO,, pCO,

MR LA « P, #HIE Ca, Alb

MG A () « #8% 2327, AST, ALT, LDH, ALP, 8= L A5 m—/L, HDL-2 L A5 1 —/l, LDL-=
L AT a—b, PRI, e U LE Y, BUN, M7 V7 F =, RiEE, EfFE (Na, K, Cl, Mg), intact PTH

W2EE, whole PTH Ji &

MiEAALF A QB) : Fe, UIBC, Cu, Zn, ¥AH-EE, 3EER, ALP 4yH, 'H7% ALP, 4 A7 4 J/L3 >, TRACP-5b

MEEEEAERRA - PT (B), PT (%), APTT

v I BERA B I A, 1,25(0H),D, 25(0H)D, B4 I E

PRI A (MIEARA)  hCG (MR E D 72)

[ERR]
1) MERE (A0 S ORISR RS D,
2) REREE, washout HIBHAG H, TARHIBEAAE A R OB G-RA6 28 0 CUTILEE) [ ZBHTHT L BT THRIC

WET 5, RBREFRGBGETH, 14 H, 21 BIXSEFETOARANET 5,

3) BUN {22\ T % washout HIFHAAH,

T2,

W ORBERETTS

4) MK T A A (FRIMEER M) 1XIEHE I RE 72 sk D A, BEN TEMET 5,
5) washout HiBA#AT: 1 WO M U 2 #EL 8.0 mg/dL LLE 10.0 mg/dL i & 72 o 7o BRI 12DV ¢, SkBelEk 3 B E %
AFx T UCARBEAIT 5, washout HIBALAH 1 WO MIE Y RN 8.0 mg/dL Kjifi TH - 7o BrE 1oV TIT,
washout HIPHAA% 2 M OMIG Y VIR AR L, Mg Y VIREED 6.0 mg/dL PA 1 10.0 mg/dL A T db 2 #ERE 12D

TRFEHIBALA 0 L OVRBIR 5-BA A 28 B (U IRRE) 130EHTHE T 1% b HIE

£[0]©|©]|0|0|©|0|O|0|0]O[0|0|0|0|O
i [©lleliellelicllcllcllellellellellellellellele;

N

© : FRAEEH

P
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Bl R Tl 15 B
MIE U PR ORRRFOHER
Mg Y RE O MG (3.5-6.0 mg/dL) BERL R M OVEE R R
MIEHIE Ca JEEE* DRRFFHIHERS
CaxP FR O HHER
intact PTH DR ERHHER
* Payne DI HIEH L7 A (mg/dL) =3l Ca+ (4—Alb)] ZHW =,

2. &2t
INA BN A v, FERERSG, BRBREM
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1. BTREM :
(1)  Full analysis set (FAS)
BB Z 1 RILL BRI L, AZPEICRE 25l 25 1 THH THHEE STV DRERNZ L D4
% FAS & L7z,
(2)  Perprotocol set (PPS)
FAS I[ZE ENDIEBID 5 B, PPS LA T OIERR I IIER & LT,
1) EFULHEITER L TO7R0,
2) HEMEOFAMIZ RSB A 52 5 FIRENED & % BRAMEHEIZHUL L T2,
(3) MMM X G HE Safety analysis set (SAF)
TR A 1 [EILL LR L7 EBI e % SAF & L7z,

2. BREESERUVZOMOELEE

FAS, PPS K OV EMEMENT RGOV C UL F ORI 21T > 72,
FRECHOWT, WBAE S RERB KO0 BB 2 AMEHIE B ISV CERFRH RS &
w LT,
T =4 OWEIZIE UM R RESE [ RE OET—4), SEoi Gitlgs—4)]
RV, “HEHEWREE [T 2REE, 4 ASPIS85S BE (1.5, 3.0, 4.5 g HED ] MO
HEZRG Lz, O, AEAKELGMN 0.05 il L,

3. AN (EEMEIER) !

BGREZ R, BGHERFOME Y CIRE DAL &L L0 s sn e, BlfE
NDHETOLREIZLY, LUT ONEE THFIERE 217 > 72,

(1)  ASP158545g/HEEL 7T B ARREL DL

(2)  ASP15853.0g/HEf L 7T BAREEL DL

(3) ASPI5851.5g/HEEL 7T BARREL DL

BUE OF B KHEL I 0.05 & L7z,

4. BEM% -
HERES, BWEHORBLOAE®IZONWT, BEHEHE1To70, £, 2B 0K OYERBIIC
FERERT 2T o 1o, BRRMRAEES OB 2R LT,
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ASP1585 1585-CL-0002
i B2 T OBPEE R 2B B D U e
CONFIDENTIAL

AREBER - ERBROENE (G2 4 ) 8 A
T AT T ARFRA AL
B o RE FREEEMPOXRAER
SMBES R
A4
ASP1585 (—fixt + RiE) R—S RKIE

HEEDHEN : 2011 42 H 18 H
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ASP1585

M OB AR 2EE BT L& Y o MiE

CONFIDENTIAL

R

1. HBREONRRVEMAREH :

(1) #HEREDAR

1585-CL-0002

AR TIL, IBRSMOFE DG O 211 Bl 5 B 55 BIDRABEKATZ B L, 156 B2 5
BRI R T v —RoOWVFhnicElo i bhiz, 205 b, RRERGE T, 7

TRARBE23 6, 1.5g/HEE29 B, 3.0 g/ARE27 B, 4.5/ ARE28 4, et ~T~—HE 29 il

At

136 Bl CTH o 72, B FHFHOIRERT LD /2P H R OWERE $0L, REOMEI 9B (77 &R
#E 3 {5, ASP1585 #E 5 5, e ~_T~—RE 1)), WRATS 56 (FT RS B) KOFE
FRAB (7T vREE ], ASP1585EE3 ) TH-o7- o

AERE
21141
B IEH
IR - BROVEEERE 520
I HEEZR of1
*ﬁﬁgf”m L meER+s %l
55! HREBDEL %l
RAEOHE 141
BRI GETRE 051
RREMETEEAR 06l
Z0H 2651
AEER
1564
— ASP1585 ASP1585 ASP1585 Q_
773;;‘3* 15g/a % 3.0g/BE 45g/EE iﬁﬁﬁt;a?_ﬁ
‘ ‘ ‘ 314 ‘ 314 ‘ ‘ 314 ‘ ‘ ‘
=7 ik =7 it =7 s =7 fit =7 ik
234 9% 294 26 2751 4% 286 3% 204 26
IR ool Ik Y2 el It Y2 el sy R
IR - ROVEEREE Off] | EIR - ROV EERDE O | IR - BROVEEERE Offl | EIR - BROVEEREE offl| [EIR - By EERE 141
HEEZR 151 | | BEER offl| | BEER 15| | BEER 26| | HEEZR of1
HEF+4 561 | | HER+5 ol | |HEF+5 ofl| |BHEF+5 ofil| |BHEF+5 0%l
HREBDE offl | | HREEDEIL ofl| | HREEDEL ofl | |HMREEDEIL ofl| | HMREEDEIL ol
REOKE 3%l | REOHE 261 | | AEOHE 261 | |REO#E 19| |FEOHE 141
BRMGARE Ofll | |ERZRMRATAEE Offl | |ERESHAEARE Offl | |ERERHEIEARE offl | | RE ol
AEREMETEE & o | CAEREMETEEZ &R ofl | AERSEMEETEIZ AL 0| |JARREMRETEE &R 0| |ABREEETEE & ofl
Zott 0l | | £04s ol | |zt 11| |Zzot ofil| |zt %l
1 HEREFDAR
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ASP1585

(i AT OBPERE A R ICBT D U o IUE
CONFIDENTIAL

(2) BITHZRERDORNIR
AIEERD FAS Jo OV MMt B 7 7 B R RE32 6, 1.5g/BRE3L B, 3.0g HEE 314,
4.5 g/ BEE 31, HEEEE T ~—RE30 I TH o7z, FAS KO EVERENTIRAMIITE R R T ~—
BO1BIOHRTHY, IRBENFEGE I T RWDEAE Lz, £72, PPSEIMINE, 7T %&
REE261, 15g/BRE FIROMERRERT~—E 1 THY, F72 PPS BRAMERIIARIE = 7T 4

T AR T o7 (3_1).

1585-CL-0002

T REFEDRAR

7T R ASP1585 ASP1585 ASP1585 BistE~
HH it 1.5g/HAEE 3.0g/ H#E 4,50/ HEE 5 < —Rf

(N=32) (N=31) (N=31) (N=31) (N=31)

FAS (5928 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.2%)
294! 32(100.0%) 31(100.0%) 31(100.0%) 31(100.0%) 30(96.8%)

PPS 528 2(6.3%) 1(3.2%) 0(0.0%) 0(0.0%) 1(3.2%)
B 30(93.8%) 30(96.8%) 31(100.0%) 31(100.0%) 30(96.8%)

Frgasyiant [Z3 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.2%)
294! 32(100.0%) 31(100.0%) 31(100.0%) 31(100.0%) 30(96.8%)
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ASP1585

M OB AR 2EE BT L& Y o MiE

CONFIDENTIAL

2. NOffErFHR T thOEEBORFE :

ABBROGHRE S oAz 2 ol 3lem L,

1585-CL-0002

THEBRBEOWTHORED BIEERE OEIE D 60%LL ETH Y, 65 AR OMERE OEIA D
10%L L ThoTz, £, EREEART v —RETIIBMEERE OBIGIL 73.3%TH Y, 65 A D
WHRHE OEIGIL 66.7% Th oz, FEBTIIZHEMRE, HEBREXT7~v—HonThbiErrek
KERP RS Z T2,

& 2 AOMEEHT—2 (ZEGHRHE) - FAS RUREURERITH R

ASP1585 1.5g/

ASP1585 3.0g/

ASP1585 4.5¢/

HH e en i 77 AR A A A &t E
Bk 21(65.6%) 23(74.2%) 19(61.3%) 19(61.3%) 82(65.6%) % 2=1.525,
PRI Qs 11(34.4%) 8(25.8%) 12(38.7%) 12(38.7%) 43(34.4%) df=3,
&t 32 31 31 31 125 P=0.677 [1]
20 LA | 30 i 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
30 L1 | 40 i 3(9.4%) 2(6.5%) 1(3.2%) 1(3.2%) 7(5.6%)
40 LI E 50 AR | 7(21.9%) 5(16.1%) 6(19.4%) 3(9.7%) 21(16.8%)
50 DL E 60 ARt | 6(18.8%) 14(45.2%) 8(25.8%) 14(45.2%) 42(33.6%)
i () 60 LI 70 R | 15(46.9%) 9(29.0%) 10(32.3%) 10(32.3%) 44(35.2%)
nar 70 L4k 75 A 1(3.1%) 1(3.2%) 6(19.4%) 3(9.7%) 11(8.8%)
&t 32 31 31 31 125
65 K 27(84.4%) 24(77.4%) 22(71.0%) 24(77.4%) 97(77.6%)
65 UL I 5(15.6%) 7(22.6%) 9(29.0%) 7(22.6%) 28(22.4%)
&t 32 31 31 31 125
PEPERERIAE 28| 16(50.0%) 12(38.7%) 14(45.2%) 15(48.4%) 57(45.6%)
W DRI 7(21.9%) 10(32.3%) 8(25.8%) 6(19.4%) 31(24.8%)
B R 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) x 2=5.965,
JEE R D 9 JaE 3(9.4%) 0(0.0%) 3(9.7%) 2(6.5%) 8(6.4%) df=12,
B LAE 3(9.4%) 4(12.9%) 3(9.7%) 3(9.7%) 13(10.4%) | P=0.918 [1]
Z DA 3(9.4%) 5(16.1%) 3(9.7%) 5(16.1%) 16(12.8%)
&t 32 31 31 31 125
40 A 0(0.0%) 4(12.9%) 0(0.0%) 1(3.2%) 5(4.0%)
40 LL_E 50 K | 9(28.1%) 3(9.7%) 7(22.6%) 5(16.1%) 24(19.2%)
K945 g 50 DLk 60 AR | 12(37.5%) 8(25.8%) 12(38.7%) 15(48.4%) 47(37.6%)
N 60 LI F 70 K | 5(15.6%) 5(16.1%) 11(35.5%) 9(29.0%) 30(24.0%)
(ke) 70 DL E 80 AR | 4(12.5%) 7(22.6%) 1(3.2%) 1(3.2%) 13(10.4%)
80 UL I 2(6.3%) 4(12.9%) 0(0.0%) 0(0.0%) 6(4.8%)
&t 32 31 31 31 125
6 Al 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
6 LI I 12 i 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
12 DL F 36 K | 6(18.8%) 6(19.4%) 5(16.1%) 8(25.8%) 25(20.0%)
N v 0, 0, 0, 0, 0,
FIE (7 1) 36 \uL 60 ﬂ%@% 3(9.4%) 7(22.6%) 8(25.8%) 5(16.1%) 23(18.4%)
60 LI E 120 R3[| 9(28.1%) 5(16.1%) 10(32.3%) 8(25.8%) 32(25.6%)
120 L4 1= 240 i) 11(34.4%) 11(35.5%) 5(16.1%) 6(19.4%) 33(26.4%)
240 DL I 3(9.4%) 2(6.5%) 3(9.7%) 4(12.9%) 12(9.6%)
&t 32 31 31 31 125
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ASP1585

M OB AR 2EE BT L& Y o MiE

CONFIDENTIAL

1585-CL-0002

& 3 AOMEEHT—42 (CEERBESHETEREASY—H) : FAS RUKRE M=

30
HE AR
T H et it _HEHR (e ~7 &t
~—)
T 82(65.6%) 22(73.3%) 104(67.1%)
PRI qks 43(34.4%) 8(26.7%) 51(32.9%)
&t 125 30 155
20 DLk 30 A 0(0.0%) 0(0.0%) 0(0.0%)
30 L1k 40 K 7(5.6%) 3(10.0%) 10(6.5%)
40 DLk 50 A 21(16.8%) 6(20.0%) 27(17.4%)
50 LL_E 60 Kiifi 42(33.6%) 9(30.0%) 51(32.9%)
) 60 LI _E 70 Kiifs 44(35.2%) 9(30.0%) 53(34.2%)
70 LAk 75 K 11(8.8%) 3(10.0%) 14(9.0%)
ot 125 30 155
65 Alifi 97(77.6%) 20(66.7%) 117(75.5%)
65 L I 28(22.4%) 10(33.3%) 38(24.5%)
ot 125 30 155
18 14 R BRI 2% 57(45.6%) 15(50.0%) 72(46.5%)
B PR IPIPEBE 31(24.8%) 5(16.7%) 36(23.2%)
1B PEE 0(0.0%) 1(3.3%) 1(0.6%)
JirLPR D 5 8(6.4%) 3(10.0%) 11(7.1%)
BRI 13(10.4%) 3(10.0%) 16(10.3%)
Z Dty 16(12.8%) 3(10.0%) 19(12.3%)
ot 125 30 155
40 A 5(4.0%) 1(3.3%) 6(3.9%)
40 DLk 50 A 24(19.2%) 0(0.0%) 24(15.5%)
50 LL_E 60 Kiifi 47(37.6%) 14(46.7%) 61(39.4%)
R4 =4k (kg)| 60 LL I 70 A¥i 30(24.0%) 12(40.0%) 42(27.1%)
70 L4 I 80 A 13(10.4%) 3(10.0%) 16(10.3%)
80 UL I 6(4.8%) 0(0.0%) 6(3.9%)
ot 125 30 155
6 A 0(0.0%) 0(0.0%) 0(0.0%)
6 LI b 12 i 0(0.0%) 1(3.3%) 1(0.6%)
12 DLk 36 A 25(20.0%) 7(23.3%) 32(20.6%)
- 36 UL | 60 A 23(18.4%) 5(16.7%) 28(18.1%)
BHHE (7 H) 60 LL | 120 Rfii|  32(25.6%) 9(30.0%) 41(26.5%)
120 L F 240 K| 33(26.4%) 7(23.3%) 40(25.8%)
240 LI E 12(9.6%) 1(3.3%) 13(8.4%)
&t 125 30 155
18 Feb 2011 Astellas
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ASP1585 1585-CL-0002
i 2 AT T OB AR D Y i
CONFIDENTIAL

3. REREDIEE :

KIRBROB SR O E R OMRsER A afrole slorir,

AIBER O 5 O V-EIfEIE 24.4-28.0 HTH Y, IR THWMERDBALNTZE DD,
ASP1585 e GHEM RN T~ — & EH CIXRRE CTh o=, £z, RIFEEOELEIX
95%-99%Td ¥, ASP1585 W HHEM MMt N T ~—HGRETIE, Wb 97%LL ETHh o7,
2B, Wit RT ~— OG- EIX 3 g/H 2 12/30 6 (40%), 6 g/H 23 18/30 #l (60%) TH Y,
BRI P EEE LR 3o 55 3 o/ A OMBE T E 1§, BE1fITHY,
WP 58 6 g/ H OBBRE CIIME 1 flChoT, F7o, WREE T ~—OIRFRH O L5 &
IR 48 g/H Th o7,

x 4 RREORERR : 5HME (B) : FAS

58 B T | BEERAE
75 REE 32 244 7.88
ASP1585 1.5g/H if 31 277 3.85
ASP1585 3.0g/ H f 31 265 6.15
ASP1585 4.5g/ F 31 272 535
e T~ —BE 30 28.0 3.81

& 5 ABREORIERR : BRER (%) : FAS

fiacn i e EEE | R E
7T v AREE 32 95.45 10.666
ASP1585 1.5g/H & 30 98.93 2.266
ASP1585 3.0g/ H B 31 98.26 4.297
ASP1585 4.5g/ A B 31 97.11 6.237
WHEEE T~ —iE 30 97.39 4716

4. B
(1) FEFHEEAE
o MmFYVEEDHRSHIBE (08 HNoBREHRTE (B54B8ERIIEEFILR) OXELE

FAS CHGH& TREO LT U o P OF 5-BAERED B O 2L R B L I3 2 P A 6
izl 7 e EEmEEo 7 e o a2 kol 3R L,

FeHAE TR OULIE U S RE DAL EOFIEEF 2 PAMEIE, 77 B AREET 024 mg/dL, 1.5 g/HEE
T-0.75 mg/dL, 3.0 g/ B T-1.32 mg/dL, 4.5 ¢/AFET-1.80 mg/dL TH Y, ASP1585 (L DA
BETHL7 IR L TAERME ) VIBEOK T 2RI & bIs, HEERANICILIEY v
AR T S W7, 2k, K TREOMIE Y IREOEEOELHEIX, 77 2AREET 0.23 mg/dL,
1.5g/ H#£T-0.76 mg/dL, 3.0 g/ HEET—1.34 mg/dL, 4.5 g/ HEET-1.75 mg/dL, it ~XT7~—#T
—2.32mg/dL ThH -7,
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ASP1585 1585-CL-0002
i 2 AT T OB AR D Y i
CONFIDENTIAL

= 6 ®ERTEOMmME) VEE (mg/dL) OR5EER (08) hoDELLE FEFAHT
t9{E) : FAS

TR 27 | s 2T | AR5 7T T 5 | BT | 77 C AR L
PR H T | WO | WO FET | WO EHEL | R 2 | B0 3015 [ B0 01 (oo P (
BER #0 3 I I ok | mEFE | kR )
77 R 0.24 0.206 -0.16 0.65
ASP1585 1.5g/H fizs -0.75 0.209 -1.16 -0.33 -0.99 -1.57 -0.41 <0.001
ASP1585 3.0g/ H pizs -1.32 0.209 -1.74 -0.91 -1.56 -2.15 -0.98 <0.001
ASP1585 4.5g/ HEE -1.80 0.210 -2.21 -1.38 -2.04 -2.62 -1.46 <0.001

1) BB (08) omiF ) REOMEIC X 5%
2) MEITHEKRE0.05 DL & THTFIE PAFNEDNERIT ASP15854.5g/ A&, ASP15853.0g/H#E, ASP1585 1.5g/ H#E)

R 7 BRERTHOMME) ViRE (mg/dl) Oix5RIRE (0:8) Ao DELE (BHHETE) -

FAS
\ , e 55 1 U250 | 4 3 s fi
5 s T | EEE | Rt | ok | o |00 BB ST
7T ARt 32 0.23 1.326 -3.5 3.8 0.45 -0.55 1.00
ASP1585 1.5g/ HBE 31 -0.76 1.055 3.2 1.2 -0.70 -1.20 -0.30
ASP1585 3.0g/H ficd 31 -1.34 1.141 3.3 0.7 -1.60 -2.30 -0.40
ASP1585 4.5g/H ficd 31 -1.75 1.211 -4.9 1.0 -1.80 -2.30 -1.00
R RT~—Rf 30 -2.32 1.310 4.7 -0.1 -2.25 -3.20 -1.20

MiF Y AREOEEPRAGEE (01) 22O D& ki (FASHEAT X 541)

mg/dL
1.0 —e— 7T uAE
(n=32)
--3--- ASP1585 1. 5¢/ H &
(n=31)
t — o— ASP1585 3.0g/ [ ¥
2.0 (n=31)
— & - ASP1585 4.5g/ [ R
(n=31)
0.0
-2.0
-4.0
6,01,

BEA TS

2 mMF)VEEORERBENSGBRERTHOEILE (CEEFRFHOTEHER MEER
=) : FAS
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ASP1585

M ENT OB A 2EBH T T Dm Y »iiiE

CONFIDENTIAL

MiE Y RE OB BAR (0) 7205 D2 it (FASHRAT & 545

4.0

~6.01

mg/dL

BHHTRE

—e— i< T v —F
(n=30)

1585-CL-0002

3 mE) VREENRSFABENAOKERTHROLILE (BREAS YT —HOTHERDY

SHERE) : FAS

18 Feb 2011
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ASP1585 1585-CL-0002
i 2 AT T OB AR D Y i
CONFIDENTIAL

(2) &EIREFMEIEHE
o IMFY VREDERHHER

ik U O AR 4] [ 5 J ol 8loR L,

ZHEMEETIX washout HIBRAART O A BED MLIE V IR EE O FHfEIE 5.59-5.99 mg/dL Th > 7=,
washout (2 K 0 iV VR LR L, 0 BEIFOSEEO FHIMHEIL 7.95-8.25 mg/dL Th -7z, 155k
K HBRMGR, 77 B REECILNGE Y VIRETOS EA L, #5& TREOFEL#EIL 8.43 mg/dL T
Holz, ASPISSS BETIE, Wi biE 1 H%ZIITMEY) VIRECKTRRD B, 1.5gHEET
TG VBB, 1 ZE—EICHER LG TRO MG Y VIR E O FHfEIX 7.45 mg/dL Th o 7=,
3.0 g/ ARENONA5 g/ ARECTITIRG 2 HB LI, 12E—EICHER LIRS TREOMLIE Y LR O
PIfiEIE, 3.0 g/ HBET 6.90 mg/dL, 4.5 g/ HEET 6.19 mg/dL ToH - 7=, 728, gt X7 ~—fETIE,
washout HIBALART O MLIE U > IR O EEIL 5.83 mg/dL T& Y, washout (Z L ¥ 018 T3 8.26 mg/dL
W ER U, MY CIREERES 1 EZRICIK TR b, LB —EICHER L, SE5/& TR
DIMIE Y AAREEOFEHEIE 5.94 mg/dL T -7z,

M3 U W (FASHRAT S 5e46)

mg/dL
12.0 —e— U T AR
--43--- ASP1585 1.5g/H f
— ¢— ASP1585 3.0g/H
— & - ASP1585 4.5¢/H #¥
10.0
8.0
6.0 }}H {
4.0
2.0 T T T T T T T T T T
Washoutfi -2i -1  0i@ 1i# 238 338 438 P8 T R
77 KB (n=32) (n=17) (n=32) (1=32) (n=32) (n=29) (n=23) (n=23) (n=32)
ASP1585 1.5g/ A f (n=31) (n=17) (=31) (n=31) (n=31) (n=29) (n=29) (n=29) (n=31)
ASP1585 3.0g/ H (n=31) (=19) (=31 (=31) (=31) (n=29) (n=27) (n=27) (n=31)
ASP1585 4.5g/ A f (n=31) (n=25) (=31) (n=31) (n=31) (n=29) (n=29) (n=28) (n=31)

4 IMF) VREOHER (ZEFHRH) : FAS
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ASP1585 1585-CL-0002
i 2 AT T OB AR D Y i

CONFIDENTIAL
Mg Y R (FASHEAT xS 451)
mg/dL

12.0 —e— N T v —if
10.0

8.0

6.0

1.0

2.0 T T T T T T T T T T

Washoutii] -2i  -138 03 13 23 33 4 PG TR
Wil R T~ — P (n=30) (n=21) (n=30) (n=30) (n=30) (n=29) (n=29) (n=28) (n=30)

5 MmEYVREDHRE (EEtE~5<—5) : FAS
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ASP1585 1585-CL-0002
i B2 T OBPEE R 2B B D U e
CONFIDENTIAL

& 8 MiF')VIRE (mg/dl) DHER : FAS

50 we || T | e | S | Rl | g | 0 1P (3 B
LR | AR

7T v REE Washout Hij 32 5.99 1.181 4.4 9.2 5.85 5.20 6.65

23 17 6.83 0.656 5.5 7.6 6.90 6.60 7.20

1A 32 8.04 1.025 6.0 9.8 8.10 7.25 8.85

0 32 8.19 1.370 5.8 11.1 8.10 7.00 9.15

134 32 8.47 1.542 5.5 11.5 8.40 7.35 9.60

2 29 8.42 1.839 59 14.9 8.00 7.20 9.10

338 23 7.76 1.045 6.2 9.8 7.50 6.80 8.60

4 23 7.79 1.347 5.5 11.0 7.50 6.80 8.70

T EAR T 32 8.43 1.884 5.5 14.9 8.00 7.05 9.65

ASP1585 1.5g/H piEa Washout Fij 31 5.78 1.124 2.3 8.1 5.90 5.20 6.40

2 17 6.64 0.923 4.4 7.9 6.80 6.40 7.20

-1 34 31 7.99 1.055 6.2 9.5 8.40 7.00 8.80

0 31 8.21 1.092 5.6 9.9 8.20 7.60 9.10

138 31 7.39 1.352 4.0 9.2 7.80 6.10 8.50

2 29 7.43 1.411 4.7 9.8 7.70 6.30 8.60

33A 29 7.29 1.421 4.0 9.9 7.10 6.40 8.00

4 29 7.40 1.467 5.0 9.7 7.70 6.50 8.80

BB TR 31 7.45 1.430 5.0 9.7 7.70 6.50 8.80

ASP1585 3.0g/H EE Washout Hi 31 5.63 1.026 3.2 7.4 5.60 4.90 6.50

29 19 6.61 0.950 5.1 7.8 6.80 5.80 7.50

1A 31 7.99 1.199 6.0 9.5 8.30 6.70 9.20

0 31 8.25 1.404 6.2 11.8 8.20 7.00 9.30

134 31 7.01 1.327 53 10.6 7.00 5.80 7.50

2 3 29 6.83 1.418 3.7 9.9 6.70 5.80 7.80

338 27 6.70 1.430 35 9.5 6.80 5.60 7.60

4 3 27 6.87 1.541 3.6 9.5 6.90 5.90 8.10

B HAR T 31 6.90 1.484 3.6 9.5 6.90 6.00 8.10

ASP1585 4.5g/H piEa Washout Fij 31 5.59 0.993 4.2 7.8 5.30 4.90 6.10

2 25 6.83 0.625 5.6 7.8 6.90 6.40 7.40

-1 34 31 7.92 0.904 6.1 9.4 8.10 7.30 8.60

0 31 7.95 1.017 59 10.1 7.90 7.10 8.40

138 31 6.56 0.927 4.7 8.1 6.60 5.90 7.20

2 3 29 6.07 1.170 34 8.8 6.00 5.40 6.60

338 29 6.14 1.076 3.8 8.4 6.20 5.60 6.90

4 28 6.31 1.131 4.2 9.3 6.20 5.55 6.95

BB TR 31 6.19 1.170 3.8 9.3 6.20 5.50 6.90

WlEtv T ~—f Washout Fij 30 5.83 1.013 39 8.2 5.75 5.20 6.40

23 21 6.80 0.734 5.1 8.1 6.80 6.60 7.10

-1 38 30 7.93 1.037 6.2 9.5 8.20 6.80 8.60

0 30 8.26 1.724 5.6 12.3 7.70 7.00 9.20

134 30 6.36 1.554 3.8 10.3 6.25 5.30 7.20

2 29 6.01 1.183 3.8 8.1 6.00 5.00 7.00

338 29 6.28 1.304 34 10.7 6.20 5.60 6.80

4 3 28 6.03 1.346 3.5 9.4 5.95 4.95 6.65

B HAR T 30 5.94 1.363 3.5 9.4 5.85 4.90 6.60
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ASP1585 1585-CL-0002
i B2 T OBPEE R 2B B D U e
CONFIDENTIAL

o MiEYVEEMBIEE (3.5-6.0 mg/dL) ERER N EREL

VRR R B AR 7 b 5 GAA TG C OO MIE U S M BB o R AL 0 o L7,

ASP1585 FE L OMERRE R T <~ —RETIE, &5 1EBIITINTE VU R E O HEEER RO BN A
R oNTe, Fio, BERTROMEY RE HEEZERRIX, 78R ET3.1%, 1.5gHR
T22.6%, 3.0 HEET323%, 45g/HEET41.9% CThH Y, HEKFICIIEY S H5E BIEMmERK
FRHEINN LT, 7ok, BT ~—BHCB T &G K TIRFO MG U VIR B EEZMEIL 60.0%
ThHol,

&9 MF)VEEBFE (3.56.0mg/dL) ZFERE : FAS

PR IRF 3.5 AR 35 FE60LLTF| 6.0 %25 a3
75w AR 0 0(0.0%) 1(3.1%) 31(96.9%) 32
18 0(0.0%) 1(3.1%) 31(96.9%) 32

238 0(0.0%) 1(3.4%) 28(96.6%) 29

3 0(0.0%) 0(0.0%) 23(100.0%) 23

4 38 0(0.0%) 1(4.3%) 22(95.7%) 23

B AR TS 0(0.0%) 1(3.1%) 31(96.9%) 32

ASP1585 1.5g/ H B 0 0(0.0%) 2(6.5%) 29(93.5%) 31
18 0(0.0%) 7(22.6%) 24(77.4%) 31

2 0(0.0%) 5(17.2%) 24(82.8%) 29

3 0(0.0%) 5(17.2%) 24(82.8%) 29

438 0(0.0%) 7(24.1%) 22(75.9%) 29

B B8 T B 0(0.0%) 7(22.6%) 24(77.4%) 31

ASP1585 3.0g/ H B 0 & 0(0.0%) 0(0.0%) 31(100.0%) 31
138 0(0.0%) 8(25.8%) 23(74.2%) 31

2 0(0.0%) 10(34.5%) 19(65.5%) 29

3 0(0.0%) 9(33.3%) 18(66.7%) 27

438 0(0.0%) 10(37.0%) 17(63.0%) 27

B AR TS 0(0.0%) 10(32.3%) 21(67.7%) 31

ASP1585 4.5g/ H B 038 0(0.0%) 1(3.2%) 30(96.8%) 31
18 0(0.0%) 9(29.0%) 22(71.0%) 31

238 1(3.4%) 14(48.3%) 14(48.3%) 29

3 0(0.0%) 13(44.8%) 16(55.2%) 29

4 38 0(0.0%) 10(35.7%) 18(64.3%) 28

B AR TS 0(0.0%) 13(41.9%) 18(58.1%) 31

it RS~ —RE 038 0(0.0%) 3(10.0%) 27(90.0%) 30
18 0(0.0%) 12(40.0%) 18(60.0%) 30

2 0(0.0%) 15(51.7%) 14(48.3%) 29

3 1(3.4%) 12(41.4%) 16(55.2%) 29

4 38 0(0.0%) 16(57.1%) 12(42.9%) 28

B B8 T B 0(0.0%) 18(60.0%) 12(40.0%) 30
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ASP1585 1585-CL-0002
i 2 AT T OB AR D Y i
CONFIDENTIAL

o MBEMEAILD Y LEREDEHFNHER

MIFIE S Lo B o a3 10]oR L,

CHEMEED washout HIBRAART O MIEHIE 77 /L2 7 LML 9.69-9.81 mg/dL T o 7=, M
EAV T MR washout IZ R VAR T L, HEBAEKR: (008) 1212 9.13-9.53 mg/dL &£ 720, 1/
BRIEEE G TRFCIE Y 7 B ARE 9.34 mg/dL, 1.5 g/ HEE9.18 mg/dL, 3.0 g/ HEf 9.44 mg/dL, 4.5 ¢/
ARE9.35mg/dL Th o7z, 72k, HfEE T ~—HED washout HIFHAGRTD MLIEHHE T /L 0 LR
FE DA 9.64 mg/dL Th ¥, washout % OF5-5A4ARF (0 ) TiX 934 mg/dL Th o7, &5
W TRFO MIEMIE T VS T AL 934 mg/dL TH Y, BEHBIGER DL ELN o7z,
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ASP1585 1585-CL-0002
i B2 T OBPEE R 2B B D U e
CONFIDENTIAL

F 10 MBEREAILIILEE (mg/dl) DHEFE : FAS

Be 58¢ i Bk | M | AEREREE | RME | BoKE | o ,H? LV_EI o ip_q
SR | SR
7T v R Washout Fij 32 9.79 0.582 8.6 10.9 9.80 9.55 10.15
-2 17 9.22 0.901 7.0 10.5 9.30 8.90 9.90
-138 32 9.30 0.814 6.7 10.6 9.30 8.90 9.95
0/ 32 9.53 0.923 6.8 11.3 9.65 9.20 10.15
1 32 9.42 0.977 6.2 10.8 9.60 9.05 10.20
2 38 29 941 1.081 6.1 10.7 9.70 9.00 10.30
338 23 9.52 0.813 7.4 10.8 9.70 9.00 10.20
438 23 9.50 0.789 7.5 10.5 9.70 8.80 10.20
B 5T IRy 32 9.34 0.988 6.1 10.5 9.65 8.95 9.95
ASP1585 1.5g/H #f Washout Fij 31 9.75 0.630 8.3 10.9 9.80 9.20 10.30
23 17 9.11 0.756 7.4 10.2 9.10 8.80 9.60
-1 31 8.97 0.901 7.2 10.8 8.80 8.40 9.70
0 1 31 9.13 0.779 7.2 10.5 9.10 8.80 9.60
138 31 9.14 0.837 7.5 10.9 9.00 8.50 9.70
2 29 9.27 0.732 7.7 10.6 9.40 8.80 9.70
3 29 9.21 0.845 7.7 10.8 9.10 8.60 9.70
4 8 29 9.23 0.743 79 10.9 9.20 8.80 9.60
P HRRT I 31 9.18 0.739 79 10.9 9.20 8.70 9.60
ASP1585 3.0g/ H #f Washout Fij 31 9.81 0.637 8.8 11.2 9.70 9.30 10.20
-2 19 9.10 0.745 8.1 11.3 9.00 8.60 9.50
-1 31 9.29 0.702 8.1 10.5 9.20 8.80 9.70
03 31 9.39 0.758 8.0 11.0 9.40 8.80 9.90
1 31 9.44 0.742 8.2 10.9 9.30 8.80 10.00
2 38 29 9.39 0.647 8.1 10.7 9.20 9.00 9.80
338 27 9.29 0.579 8.0 10.4 9.20 8.90 9.80
438 27 9.38 0.579 8.3 10.7 9.50 8.90 9.70
B 5T IRy 31 9.44 0.654 8.3 10.9 9.50 8.90 9.80
ASP1585 4.5g/ H #f Washout Fij 31 9.69 0.746 8.8 11.3 9.50 9.10 10.30
23 25 9.10 1.033 7.0 11.3 8.90 8.60 9.70
-1 31 9.21 0.939 7.0 10.7 9.30 8.60 10.00
0 1 31 9.45 0.845 7.4 10.8 9.50 8.90 10.10
138 31 9.44 0.886 7.6 11.5 9.50 8.90 9.80
2 38 29 9.51 0.794 7.8 11.2 9.50 9.00 10.10
3 29 9.44 0.934 7.5 11.3 9.20 8.90 10.10
4 8 28 9.35 0.832 79 10.9 9.20 8.80 9.95
P HRRT I 31 9.35 0.799 79 10.9 9.20 8.80 9.80
Wkt XTI ~—it Washout Fij 30 9.64 0.641 7.9 10.7 9.70 9.30 10.10
-2 21 9.19 0.662 7.9 10.4 9.10 8.80 9.60
-1 30 9.16 0.677 7.7 10.4 9.10 8.60 9.60
0 1 30 9.34 0.625 8.0 10.7 9.45 8.80 9.80
1 30 9.39 0.599 8.3 11.0 9.40 9.00 9.80
2 29 9.40 0.559 8.4 11.0 9.40 9.10 9.80
398 29 9.26 0.580 8.0 10.3 9.20 8.90 9.60
438 28 9.33 0.656 8.0 10.6 9.20 8.90 9.85
B 5T IRy 30 9.34 0.639 8.0 10.6 9.25 8.90 9.80
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ASP1585 1585-CL-0002
i 2 AT T OB AR D Y i
CONFIDENTIAL

o CaxP BEOBHMHETR

CaxP IOHER A2 11 |om LT,

TH S MR TlE washout HIBRAART DA RED CaxP FED FHIEIT 54.28-58.71 (mg/dL) > Th - 7=,
CaxP FE D I washout (2 L ¥ ¥ 5-BIAARE (038) 1213 74.82-77.73 (mg/dL) *I2 &L, 65
W K TR OVIEE, 772 RBET 7825 (mg/dL) 2, 1.5g/HEFT 6849 (mg/dL) > 3.0¢g/
H#ET 6536 (mg/dL) % 45g/HEETS57.83 (mg/dL) > Thot-, b, Mt T~—RETIX
washout HIBH 44T D CaxP i D 213 56.18 (mg/dL) > TH ¥ , washout % @ 0 3# TiE 76.95 (mg/dL) *
[ EF L, BB G THETIE 5527 (mg/dL) > Th o7,
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i B2 T OBPEE R 2B B D U e
CONFIDENTIAL

& 11 CaxP#& [(mg/dL) 2] D¥#F : FAS

F1M | 530

B IR A B | CFRIME | AR | Re/ME | RORME | PORAE | Ny

LA | SR

A Y Washout fii | 32 | 58.71 12.492 383 957 | 57.10 | 5148 | 66.65
-2 3 17 | 63.00 9.056 447 | 765 | 63.19 | 58.50 | 69.00

-1 32 | 7467 | 10409 548 | 927 | 7585 | 6825 | 81.64

0 32 | 7773 | 12825 55.1 95.1 | 79.61 | 6735 | 89.26

138 32 | 7936 | 14.564 50.8 | 1104 | 77.65 | 68.91 | 87.82

2 3H 29 | 7842 | 14.605 529 | 1073 | 76.50 | 70.31 | 89.18

3 23 | 73.88 | 11.874 459 | 96.1 | 7350 | 67.94 | 79.12

48 23 | 7427 | 15208 413 | 1056 | 7140 | 68.04 | 82.65

BEETE | 32 78.25 16.587 41.3 107.3 73.92 68.84 92.12

ASP1585 1.5g/ A B Washout Hif 31 56.36 11.650 23.0 84.2 56.12 49.29 62.30

2 H 17 60.58 10.677 37.8 74.3 61.60 51.87 69.36
-1 31 71.74 12.099 46.5 102.6 72.21 63.18 78.96
018 31 74.82 11.078 53.8 94.6 74.00 66.30 85.28
18 31 67.45 13.922 37.6 97.5 71.20 56.88 74.88
23 29 68.83 14.054 43.2 95.1 66.60 59.52 82.80
RIpil 29 66.83 13.012 41.6 95.0 67.45 61.11 71.10
438 29 68.41 14.911 413 96.8 71.61 58.50 77.00

BHK TR | 31 68.49 14.409 413 96.8 69.72 58.50 77.00

ASP1585 3.0g/ H #E Washout Fij 31 55.49 11.834 304 75.5 55.08 44.62 63.84

-2 19 60.41 11.592 42.1 87.0 61.50 52.20 68.00
1A 31 74.40 13.477 52.7 99.8 74.52 63.84 84.60
08 31 77.48 14.655 55.8 107.4 76.44 64.48 87.12
138 31 66.26 13.914 46.4 96.5 64.08 53.46 77.76
2 3 29 64.38 15.402 34.0 97.7 59.80 52.51 76.00
38 27 62.50 14.919 31.5 84.2 60.45 50.76 74.10
43 27 64.75 16.107 33.8 95.0 64.32 52.51 77.90

BE& TR | 31 65.36 15.555 33.8 95.0 68.62 52.51 77.90

ASP1585 4.5g/ H #f Washout fij 31 54.28 11.032 40.3 773 50.44 44.10 61.00

2 H 25 62.11 8.616 44.8 71.7 63.70 56.88 67.86
-1 31 72.86 10.930 49.0 90.2 73.80 66.00 82.00
018 31 75.19 12.418 49.4 101.8 76.56 65.65 83.83
138 31 62.02 11.325 442 81.0 60.20 52.51 72.45

2 3 29 57.91 13.176 323 93.3 57.24 47.60 65.86
338 29 58.04 12.219 35.0 84.8 57.33 49.20 65.25
438 28 58.94 11.593 39.5 90.2 57.28 49.20 66.89
BHK TR | 31 57.83 11.865 35.0 90.2 55.80 48.98 66.15
Wkt XTI ~—it Washout Hij 30 56.18 9.877 335 77.8 55.36 51.70 62.70
-2 21 62.56 8.671 46.4 80.1 63.99 56.07 67.20
1A 30 72.61 10.505 52.7 91.5 72.70 63.05 79.98
018 30 76.95 16.077 54.2 120.5 72.68 66.64 89.24
138 30 59.58 14.167 33.8 97.9 58.59 51.48 70.68

2 A 29 56.49 11.519 34.6 73.7 55.10 47.84 66.00
38 29 58.00 11.906 313 98.4 58.20 52.20 62.37
43 28 56.05 12.284 31.9 83.3 54.18 47.22 63.85

BEETE | 30 55.27 12.361 31.9 83.3 53.38 46.44 63.70
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ASP1585 1585-CL-0002
i B2 T OBPEE R 2B B D U e
CONFIDENTIAL

e I intact PTH D#ZEAIHETE

1.7 intact PTH @%@:ﬂ? L7,

—EHEREECIE washout BIBEAARTOIMIY intact PTH O 212.2-255.1 pg/mL T -7, .
15 intact PTH O FH)EIT washout (& & 0 ¥ G-Bilaaky (0 ) (213 332.1-392.7 pg/mL (2 EH-L, 1A
BRIEEE G T CIX T 7 B AR EE 369.9 pg/mL, 1.5 ¢/ HEE 334.9 pg/mL, 3.0 g/ HEf 367.0 pg/mL, 4.5¢/
HRE315.0pg/mL Th 7=, 723, WYL ~F~—FETld washout HBAAARTO ML intact PTH -
YIMEIX 292.9 pg/mL TH Y, washout #% D 0 # TlX 421.1 pg/mL 12 EFH L, JRERIKE G4 THRFCIX
361.7 pg/mL TH -7,

% 12 1% intact-PTH (pg/mL) D#Fs : FAS

B W | G| TR | B | R | ROl | s | 001105 P
OIRERL | S BEAR

WA N Washout Fij 32 229.7 202.10 20 753 155.0 93.0 262.0
0 32 333.6 255.54 25 998 259.0 161.5 402.5

21 29 338.7 294.25 31 1150 279.0 114.0 399.0

4 38 23 374.5 300.09 40 1210 278.0 167.0 530.0

e BT Iy 31 369.9 298.78 36 1210 278.0 126.0 530.0

ASP1585 1.5g/H #f Washout Hij 31 212.2 155.93 9 614 189.0 98.0 272.0
03 31 337.2 198.70 26 933 304.0 214.0 430.0

2 29 3153 190.55 33 792 297.0 162.0 371.0

438 29 322.5 198.90 34 890 309.0 209.0 401.0

P AL T I 30 334.9 206.93 34 890 317.0 209.0 403.0

ASP1585 3.0g/ H #f Washout Fij 31 255.1 322.39 17 1760 153.0 102.0 278.0
03 31 392.7 325.80 22 1680 364.0 182.0 434.0

2 A 29 380.2 357.31 58 1890 284.0 191.0 411.0

4 38 27 389.0 359.56 52 1810 287.0 176.0 446.0

e BT Iy 30 367.0 348.77 21 1810 279.0 176.0 429.0

ASP1585 4.5g/ H #f Washout Hij 31 223.1 196.42 20 913 186.0 101.0 216.0
04 31 332.1 217.00 31 1060 287.0 206.0 387.0

2 29 305.8 248.04 24 1190 229.0 149.0 376.0

4 38 27 324.2 274.23 34 1430 287.0 135.0 385.0

P AL T I 30 315.0 262.80 34 1430 280.0 143.0 377.0

Wikt XTI ~—i Washout fij 30 292.9 198.16 15 798 239.5 181.0 372.0
03 30 421.1 242.52 61 932 364.5 261.0 455.0

2 A 29 3393 205.79 50 951 286.0 235.0 424.0

41 28 363.1 218.24 27 994 309.5 225.5 434.5

BB TR | 29 361.7 214.46 27 994 313.0 232.0 434.0
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ASP1585
i B2 T AR A A 22 R
CONFIDENTIAL

5. BEMH
(1) AE=ER

5 Y v IfGE

1585-CL-0002

AIBBCED bR EERSOENAE 13|, wHbERoREEdE 4loR L,
AIRBRTIL, 77 BAREET 19 61(59.4%), 1.5 g/ HEET 15 1 (48.4%) , 3.0 g/ HEET 15 1] (48.4%) ,

45 g/HEET 1961 (61.3%),
9L, JRBRER & O BEPENA
HEECT 64 (19.4%), 3.0g/HEET 76 (22.6%),
T (30.0%) IZRD BT, 723,
O 1BIOARTHY, THERIK L o REME]

et T~ —FET 21 # (70.0%) |

ETERWHEERLIIT T BRET4H] (12.5%),

IHEESNBD LN, =D
ASP1585 1.5 g/

45 g/ HEET 8B (25.8%), AL~ T~—Rt

IR ICRO b EHERAEFRIIERE T ~—
IHE SN,

itqAWU%&%#@P?M%TZWML_%@Ehtﬁ£$%i@W MEAE, WEAE,
AT o AEES
T, @ﬂﬂlsgaﬁflﬁJ30gEﬁflﬁJ45gaﬁf3m_m@%h/@@ﬂ3og
AREEC 14, 45g/HEET S FICRD B,
bz, £, EMEOEEORRGIEIL 45 g BRETRLE -T2, 728, ASP1585 #5#E

BIHGES, v A, BELVCEER Cholz, Z0H b, BGE

THREEL L 72 A M OB I 37 & TR R & D B 23

WRIEAS 1.5 g/ HEET 1431,

HBE SN2 T,

3.0 g/ HEET 2 BINZER D

—707, WRERT v —RE5HT2 WJL/U: IR DIV A HHGIINEER N, R OV

SR CTholc, 2055, BMEEICETIAEFRTIE, MEHBAES 2 6], (R 3 Filic
D B, w#h%%%ik®% PENTHRE SR> T2,
* 13 AEZEROEN
NN ASP1585 ASP1585 ASP1585 Wit ~XZ
P R 7@22% L5g/HEE | 30g/HEE | 4.5g/HBE i
(N=31) (N=31) (N=31) (N=30)

HEFER 19(59.4) 15(48.4) 15(48.4) 19(61.3) 21(70.0)
IR 4(12.5) 6(19.4) 7(22.6) 8(25.8) 9(30.0)
BERIRCE -G EHS 4(12.5) 1(3.2) 1(3.2) 3(9.7) 0(0.0)
B h kT E - - RIVEA 13.1) 0(0.0) 1(3.2) 3(9.7) 0(0.0)
WIRICE - T HEEGL 0(0.0) 0(0.0) 0(0.0) 0(0.0) 1(3.3)
REIZE - - RBIEA 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
BEICE - HEHSE 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
PR - T RIEH 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
BERFEEFES 0(0.0) 0(0.0) 0(0.0) 0(0.0) 1(3.3)
EEZRIEA 0(0.0) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
IR & OBEMENS E CERWEERS B (%)
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ASP1585

M OB AR 2EE BT L& Y o MiE

1585-CL-0002

CONFIDENTIAL
= 14 AEZERORBHHRUFKEE
MedDRA SOC/ oo . ey |ASP15851.5g/| ASP1585 3.0g/| ASP1585 4.5g/| ¥t~
Preferred Term 77 e AR ¢ AR ¢ AR ¢ ~—¥
DR E 2(6.3%) 1(3.2%) 0(0.0%) 0(0.0%) 0(0.0%)
R EPOE 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
L) 1(3.1%) 1(3.2%) 0(0.0%) 0(0.0%) 0(0.0%)
EB L OSkKkiEE 2(6.3%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
Hig 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
[EHEPE D F 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
IREE 1(3.1%) 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%)
HENEEN R E 0(0.0%) 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%)
AERE HH ifn. 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
e 6(18.8%) 6(19.4%) 7(22.6%) 9(29.0%) 10(33.3%)
HE S AR Rk 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
HE SN 1(3.1%) 1(3.2%) 0(0.0%) 0(0.0%) 2(6.7%)
g 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
{5 1(3.1%) 1(3.2%) 1(3.2%) 3(9.7%) 3(10.0%)
e 1(3.1%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
T 1(3.1%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
MR R 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
(i 0(0.0%) 0(0.0%) 1(3.2%) 5(16.1%) 1(3.3%)
H . 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
V5 AMEE % 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%) 0(0.0%)
W 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%) 0(0.0%)
W28 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%) 1(3.3%)
LD, 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.3%)
B JE 1(3.1%) 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%)
EEN 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%) 0(0.0%)
R 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.3%)
[ 1(3.1%) 1(3.2%) 2(6.5%) 0(0.0%) 0(0.0%)
FE M 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.3%)
£ HEER L5 BT 0(0.0%) 1(3.2%) 0(0.0%) 3(9.7%) 0(0.0%)
PE RS 0(0.0%) 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%)
}7) 0(0.0%) 1(3.2%) 0(0.0%) 1(3.2%) 0(0.0%)
SERIEBAL AU 0(0.0%) 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%)
RRAUER L OFAE BE 9(28.1%) 6(19.4%) 1(3.2%) 7(22.6%) 15(50.0%)
o 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.3%)
B B4 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.3%)
FRIfE 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.3%)
EIHEE 2% 7(21.9%) 5(16.1%) 1(3.2%) 7(22.6%) 14(46.7%)
WHEE 2 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%) 0(0.0%)
B 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
BE, FERLULESHHE 3(9.4%) 4(12.9%) 2(6.5%) 4(12.9%) 2(6.7%)
LR e 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
HBiE 0(0.0%) 0(0.0%) 1(3.2%) 1(3.2%) 1(3.3%)
IR s 5] O aim. fieE 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
e 4T 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
Ty hBH%E 0(0.0%) 0(0.0%) 0(0.0%) 2(6.5%) 0(0.0%)
e 0(0.0%) 2(6.5%) 0(0.0%) 1(3.2%) 1(3.3%)
PR < 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%) 0(0.0%)
LB X B AR E 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
AL X BT 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%) 0(0.0%)
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CONFIDENTIAL
MedDRA SOC/ o . . |ASP15851.5g/| ASP15853.0g/| ASP15854.5¢/| Hifisz <7
Preferred Term 77 e AR £ H & ¢ H & £ <~ —Rf
ERRRAE 4(12.5%) 1(3.2%) 1(3.2%) 0(0.0%) 2(6.7%)
7w — A 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%) 0(0.0%)
ML ) A 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
[TEE 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.3%)
=DA% 2 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
AT N HEN 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.3%)
M7 VAU R A7 7 2 —B N 1(3.1%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
Rtk L OREEE 2(6.3%) 0(0.0%) 1(3.2%) 0(0.0%) 1(3.3%)
U A E 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
B~ 73 A E 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.3%)
e DR R L JE 1(3.1%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
&AL v A ILSE 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
HEERRR LU A AREE 0(0.0%) 1(3.2%) 4(12.9%) 2(6.5%) 1(3.3%)
R 0(0.0%) 0(0.0%) 3(9.7%) 0(0.0%) 1(3.3%)
LI 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
A 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
P 0(0.0%) 1(3.2%) 1(3.2%) 0(0.0%) 0(0.0%)
DU s 0(0.0%) 0(0.0%) 1(3.2%) 1(3.2%) 0(0.0%)
R 0(0.0%) 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%)
R R EE 2(6.3%) 1(3.2%) 3(9.7%) 1(3.2%) 1(3.3%)
FEMED F 0 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
W akE & 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.3%)
Sl i 0(0.0%) 1(3.2%) 1(3.2%) 1(3.2%) 0(0.0%)
e B 1 A RESE (R 2(6.3%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
K E 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
Ry 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
MRk R, MIESE K UWEHRES 1(3.1%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
oY) 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
£ 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
BER LU THsES 0(0.0%) 1(3.2%) 0(0.0%) 1(3.2%) 0(0.0%)
Z 5 FEIE 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%) 0(0.0%)
DB VEZ D FENE 0(0.0%) 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%)
Mgk E 0(0.0%) 0(0.0%) 0(0.0%) 1(3.2%) 2(6.7%)
g 12 0(0.0%) 0(0.0%) 0(0.0%) 1(3.2%) 1(3.3%)
JlisTES 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(3.3%)
MedDRA/J Version 10.0 B% (FEHR)

(2) L, ZTOMDERLHEEER
AKIGBRGIH TSRO SN BELRAFFRIIER T ~—HOMEREE (16) OHRTHY,
TRBRHE & OBJEIME I E S,

(3) BBEZERLI-E--HEER

AR G LT o 7 A E RS ORI R4 15 |lon L,

75 RBECH G PO - A E R R RREIIE, [ E R OIS L
Ty AMEE (16 THY, FEHmRZRE, HRIE L OBEMENSE S 4172, ASP1585 BET
B RO S o P T E TR 5 R (1S o/ FRE - 1 B1), TR RAIEGERE (3.0 /FBE: 1 i)
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ROGER (4.5 g/HBE:3B1) T b, WKL OIS EE SN DIRE S IO H Th o1z,
fds, BT AT —BECIER G P E S B R R S T,

K 156 BRERSDPUEICES>-BHEZRORBRHIHRUVFERE

MedDRA SOC/ 75 b R ASP1585 1.5g/| ASP1585 3.0g/ | ASP1585 4.5¢/| Hilit&~7
Preferred Term H#E H#E H & ~—#f
Dot = 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
R E Wl 13.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
HB XUk EE 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
[EEEED F 13.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
El S 1(3.1%) 0(0.0%) 0(0.0%) 3(9.7%) 0(0.0%)
FEE R 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
TR 0(0.0%) 0(0.0%) 0(0.0%) 309.7%) 0(0.0%)
RATE L UEREE 13.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
T A 1(3.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%)
R R EE 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
T Ik A BEIEERE 0(0.0%) 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%)
RER L O T AR S 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%) 0(0.0%)
Z 9 PESE 0(0.0%) 1(3.2%) 0(0.0%) 0(0.0%) 0(0.0%)
MedDRA/J Version 10.0 B (FEBL=R)

(4) BRERIRZEE

KIRBR T, TRBRER G TREORIRBAEME CFE) 1TnFhoREE B b & 55 iaR &
RCREREIHNTRO SN2 o7z, L LD, ASPISSS BEHGRETIXMERA A2 (HCO;) 234%
HPAGARERE & LB U TN L, 4.5 o/ B RE CIIIRBREER 544 TRFO AT 19.93 mEq/L ThH -7z,
—77, Wt RT v —HOEGK TRO HCO; 1T 5-BlARE & ik L TIRF LT\ e, Ko T,
ASP1585 [T RT~—TROND LI RT ¥V R—V AZE(LEIED Y A7 TV EZ LR
77

(5) NABILYA Y (MFE)
ARIBBRTIE, TRBREEER G TR ONUEN & OFREBIIE  CEEEL) W b 5B &
NT, REREIFEDO b oT,

(6) DERFR
12 FELEXOFEICLY, BERNICEROHLZEHNEEEFRL LT 7 2REE L HIEY
15 g/ BEE 1 BHCRED Hitlc, WIS LEMEITH Y, 1.5 g/ BEEO 1§ TITIRHRIE & o BIEME
BIE I NN oT,

E =D |
=1 .

ASPI585 1TV TNOHETHHE 1 HENS I BRI L THERIITEY VIEERTA TR L
Teo 72, ASP1585 # 544 THFDIMLIE U P E O 2 s O FRRE 3 X E1T 1.5 g/ H #£-0.75 mg/dL,
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3.0 g/HEE-1.32 mg/dL, 4.5 g/ HE-1.80mg/dL TH v, HEKFARMIE Y S REIK T AR S
77

ASP1585 F 5RO WNT N T 2 FILL EICRD b= A EFS i@@é WA, M@, SEEH
%, V¥ hNHAZE, BEEROHEER CH-T-, Z0HH, HEEEICETLIAEFRTIX
ERAS 1.5 g/ BRET 1M, 3.0/ BRET 141, 4.5/ BRET 3 _mu&)%h B A5 23 30g/E1E$T
16, 45 g/ BEET S BFNTERD BH, WEHA 1.5 g/ HEET 16, 3.0/ HEET 2 SRR Bz,
LU s, BBEECHETIAERFRT, BEELOAWVITEEOFEG I T, 0k,
AIBHR TR @%hti%iﬁﬁi%ﬁ IERE T~ —HEOMEREE (141 OALTHoT,

VL EDFEFR LV, ASP1585 ™ 4.5 g/H £ TOMEE AR f%’aﬁfﬁ Vi & 2 VED MRS S T,
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