*20234F 2 ATRET (58 4 hR)

T B L
20ANFI2AEET (5 3 1) HIF-PHIBESE B ARE 30
IF0O0712R9 v bE
IT>OA2
B, MABEESY %E mg
IJ0A= 4 mg
ENAROY" tablets 2mg - 4mg
B SRR 5 2mg fE4mg
B : 3601 AEES | 30200AMX00929000 | 30200AMX00930000
W) RS OMS I E DT 52 [T 200% 12 2020127

1. B

FARSHIC, BEE, DHEE, MERFOEERME
ERENHSON, RTICEDZBZNDHD. FFDERS
FIEATIC, MtEEE, DEEE, MERZOGHEMOBE
BEOEREZSHMERPENY R T ZFFH L LT,
FEDRESDUSZEEICHMIT DI L. Ffe, KRS
PlF, BEOREZTDICHRL, METESENEDOND
BIRCERDOERIERT BT &, METRENFTEHOND
ERAHSONIGEIICE, BPHICEREEZZ2TS
KOBEEIEEID L, [11.1.1 BR]

2. B2 (ROBEICIFBRELEEVT &)
2.1 RRIOR I LiBBIEDOBRFERED H 5 BEH

2.2 EXIIER L TSRO H 271 9.5 2]

3. HERE - MK
3.1 #8m
HR7e4 | L) a4 ®FE2mg IJ 0 ®5E4mg
BRI — . — )
(12) IFu7aRAyy h2mg |[TFUT 2 A%y hMmg
D-v>v=t—, KEHEEL Fuxs 7ot
AT La—2Z, e7axa—2z, 257 VMg, k&
w ROFS 7Ol AFLELla—2 - B{LF& > -
<7 ud—)UIREY
*3.2 HE|DOMER
g | T oo ®Emg [T 04 ®4E4mg
JES7N HEOERAD 7 4 VL T—TF 1 > THE
(2104 (zto0\
i 2 (a4
{8 i — —
YA X EENT. Imm, ESK3.2mm, EE137mg

4. HEEXIFFNR
Bi4Em

5. HEEXIFHRICERET B:FR

FRIMBRIE MAHEFHA TRIBEDIZB B DOFAR SO BRI,

REFAREERREEROERENTEE CINE/OE VBET
1lg/dLAT M, MEERTERE TIINE a2 EE T10g/dLATH
L9 5,

6. FiENUHE

(RFHIEMBRREE R UERETEE)
BWE, BAILE, TFaF2A%y & LTE2mg%RGHA
Be L, [HIEERXIHEMOREORET 2, DKL, BF
ORBISECTREEZHEEERT 22, REARIZ1EME
&9 %,

(MREATERE)
HWE, KA, TF0F22%y b&LTlE4mgz B
&L, |HIEAERIIRERICREO®RE T 5. Dgix, BF
OREITIGE U THREEBEZEHEEM T 24, REARII1E8ME
&9 B,

7. BENUREICEET 3R
7.1 AERSPBELEEICE, TRESZIIRE I >BEE

EHET BT o
B 1 2 3 4 5
KAl SE Img 2mg 4mg 6mg 8mg

7.

2 WEI L5 A0MERII4ERIM EET sl &,

7.3 RELLBEICE, RERMEVDZEDIRBEVHET

8
8

8.

8.

8.
8.

O O O

9.

9.

9.

9.

HE5ZHMATHZ &

. EEREANER
A AR SER, NE/OCVBESEERFTRET S E

TIX, ZAICIERREEANE/ O VBERERT I &,

2 FEHRESHIIANE/ O VBESZ4RICIEEEREL,
EP FOBEMERSS 5bNAEVESICHMEET S E. K
M ERE MR SR ORI B WT, NEFuVEE
OBEEEEEBHE LB, L, DIEREER MR
FORIENEL Loz L DMENH BV 3,

B AETOCVREN, 4ADAIC2.0g/dLEEA 5%, AR

ERUBEIHESPICHE X IIRET 5%, M H0LE 2T
2T &,

4 REHEEERRESE N OERSTES ICBWT, RilskE
MRS E 7 8IF 2 &5 KFANOYB A BICNET OV BESE
TIBERPEDENT VB ENS, IBELZBROANETOE
VEBEOETICEET A &

5 RABEICKVIMLENS ER T 2B2NDBH250T, MEDHE
BICFOTBE LGP HRETHT &,

6 BMICRHEPMBETHSHIENS, BRZBICIBHOHKRS
2FHT &,

. FEDERZEIHBEICHTIER

GHIE - BIEEEDSH5EBE

A0 REE, DEMER, MEREFORE, XEFZNSOEEE

EETHEE
RENFSIC & O R BRI HEH 2 LIERRT 2 BTNDH 5.

1.2 BEEZGHT 28E

MEEFVPHSDNEBENNH %,

A3 BEERZEGHIEE

FAFGIC LD MEHENTTET HAIREEPH L s, &
HEEPEET BN D5,

1.4 1BIERERRHEIRAE, ERUFE, 2HMINRERZE, #
EREREAIRES 2 GH T 288

FAFREGIC LY MEHENTTET HAIREE P H L D, #H
RIS 5 DNEBENFH 5.

4 £iERe=H 9 5

AR RE A AHEIT 1L, ARAI S R ORAIR S TR —TE M
BB ZEIEZTO KOBEITLHI L, Ty MIBWT, KA
DERKRERARICE T HHEEBRER DL, 645 TRILT DM,
13 9B TERBEKRVERLDBDPROSNTLEY, [9.5 &
i8]

5 13R

IR IR L T W AR EEE O H 2 2 EIciE, ELEWT &,
Sy N CRARORKERAEICB T 2EEBREED4. 65T
fE - BIRFETC oM, HAERORERE, THFTII3.8ET
TR, 11.6fTH - REFXETOEMAZED 5N TWNAED 6,
(2.2, 9.4 8]

6 I

ARG R R OARR SR TRAAB I ZAZ IS5 &,
BEY (Tv ) NOBET, FUTFANOBITARD STV
%o £1z, Tv NOBEHICBVWTAAORKERHAEICET
HEEBRBEEDL EOBBEETRE L, HERICKEE
DOFZBHHOBIENSRO 5N TWABET,

7 INR

NREE TR E U7 BRRRBRILER LTz,



10. #HE(EA

10.2 HAER WHAICERTRI L)

HHIZE BRARER - BE S W - R
) IRERE AAEPHA LGS, | RKAlEZERT v —REB
tRF v —IEHIE KEIOERPEBET 5 EFARRS L-E
v¥dov— BENDD B0, F5, REIOAUCnAE
REES > 7 >~ A3 25813, #5%3|TLRY,
ZAMifGA 4> (B> BRI SUE S SRR DL AR F & 2 h & oA
L, #, TRV L, | ERRED T TCRBE | A UEEL, KEO
TLIZTLE) 266 KRE5352 &, MRAN % I3 % & & 2
ERGEmE il 5NTWV5,

[16.7.1 8]

1. BIfEA
ROBWERNH6bNBET ENHBDT, BEZTDITITL,
BENPRDONHEEICE, BEE2FILT 50 @Y 0E %
T2 &,

11.1 EXRBEIEA

11.1.1 MEEEE (0.7%)
IR IMAREE (0.2%), FHZERIE (0.1%), MMEHEE
(0.1%) ZOMBREBRESHSHLNZEZENDH S, [1. 2]

11.2 ZOfthDEIER

Q) RERS

BERRELA B IO ARFI25 % 0'50mg % 1 H 1 E#A & RTIC RER RS L7k
IFUT 2Ry FOEYHERNTA—F1F, R2OLEBYTHB9,

F) FHlOAREEHER,

1H8MgTH %

£2 EFERASEICKA 2 ARANICERORS LIROENBHE/Z

X—%
= |y Cmax tmax AUCtau t12
BSE | WER | FIM (pg/mL) (hr) [(ug-hr/mL)| (hr)
1 9 [3.44+0.58 1.0 13.67+£2.87 -
[0.5-1.0]
25mg 1.0
7 9 13.37£0.98 [0.5-1.0] 14.45+£3.16 | 8.0£1.1
1| 9 |a77+1.64] 1O | 301435 | -
[0.5-1.5]
50mg 1.0
7 8 16.97£2.29 [0.5-1.0] 34.25+£9.70 | 7.9£0.8

FAIME + EHERZE, tmax : HRME (B ME-ROAME]

16.1.2 MRBEHEE

(1) BOiks
MEEATHEST O BB P B (AR 15mg & ZERE R B EIE 1% 5 L 7
ROLFOT 1A%y FOEWEE/ ST X213, R3DEBVTHB0,

198k 196K 1 ) AAOERBREAEE, 1H8mgTH2.
AR E aliztaehul ®3  MAEENTBE AR 5mg & 2RE R B ERE L% 5 L 7z R D3R B R <
MmERE [1I0ES TA—H
&E&Uﬁ?%ﬁ%ﬁﬁ%% i) wEE | Crmax tmax AUCinf ti2
BERE MEER, 7479 D¥A < —8m (pg/mL) (hr) (ug - hr/mL) (hr)
13. BEES I5mg | 6 | 2.17£0.38 [1.(1);;0] 19.32£4.42 11.3+£2.6

13.1 fEIR
ARIOBEREGIZED, NEFUEVBESBEL BICERT
L2BENDDH B,

13.2 g
KAIOWEE - REFOBE L NEZITD T Lo RENLEN TH
EENgW,

14. BHLOFE

14.1 FRZAFOER
PTPEEOEAIIPTPY — b 6B L TIRAT 2 L 515E
T5Z&. PTPY— FORBEKICEK D, BOHATIA AR
FIAL, BIZIZZIZ B U THEREREDEE = & HEZ Hf
HTHIED DD,

16. EYHNRE

16.1 MoEE

16.1.1 fEERREA

(1) BOoES
TR A BEICAAIL, 5, 15, 50, 100%0200mg % 228k B ERE %5
L7BEDITFOT 225 v SOFEMER ST A —71, RIOEBYTHD9,
) AAlOERHEERER, 1HSmgTH 5.

(ng/mL)
%100,000
—EIE 10,000 xéﬁi i?g(gﬂrgg
F 1000 —¥— 15mg —{F+ 200mg
a
7 100
=3
; 10
4 1
0 8 16 24 32 40 48 (hr)
R
M1 RSB EICARA Z BER S U 7R o 8RR IERS
TFEHRERE
K] ERERABEICRA 2 ZERBEOE RS U ROEY BT X -5
Cmax tmax AUCinf t12
= |%
el (pg/mL) (hr) (ug - hr/mL) (hr)
0.5
Img 6 | 0.16+0.03 [0.5-1.0] 0.82%0.26 8.4%1.9
1.0
Smg 6 | 0.72+0.13 [0.5-1.5] 4.23+1.49 8.7£0.8
1.3
I15mg | 6 | 2.27+0.56 [0.5-1.5] 11.61+1.72 8.2+0.8
1.5
50mg | 6 | 7.41+£0.94 [1.0-3.0] 37.57+10.47 9.1£1.7
2.5
100mg | 6 |[11.34%+1.46 [1.0-3.0] 59.79+13.98 8.4%0.7
1.5
200mg | 6 |23.48%7.65 [0.5-4.0] 111.90£22.23 | 7.7%+0.5

FAIME EAEHEREE, tmax * FRME [RIME-RAME]

SFASME + REERZE, tmax  HRE [B/ME-ROKE]

(2) RiEH"S
MAENHE TR OB EEMEE ICOAF Img % 8ER, @A 1mg% 2
i, ZOHARFBmgZ6ERE, @OAAImg%2EM, ARF3mgz2iEH, =
DBAASMgZ4AM, 1HIBERRNICRERZO®RS L-KOT a7 2
2%y hOMEEH NI 7BER, RIOEBVTHBI,

F4 MEEFTEE AR ZHERCRERORS LRoMmEH ~ 7 7)

B (ng/mL)

BE5RE | Big| #52E%
® 8 |14.22+11.32
@ 9 | 13.17£8.00
©) 8 [12.33+4.742)

THHE L RERZ, a) 76

BE4ER
17.02+16.22
32.85+29.95
41.31£37.65

#H5681%
14.4549.91
33.98+20.23
49.15+29.68

#5818
20.76+23.84
36.76+22.30
46.65+34.11

() MARBRDRE
MEBENEE (661) ICARISMgZBENTHT (GENTHIG2EMRAT) ULBENT
% (BT T2RE %) 1IN PN ZEERBEERORS LIz, AAIOHE
MEREICBA S 2723213 <, FAIOENBEIIMBEBTOHLEZ IFEA
EZF o712 HEAT—5).

16.1.3 RFHIEHERREE
REFHR IR B ICARH lmg % 2B 5 L7- 1%, AHI3mgz 258/,
ZDOHBAKISMg % 2ERE, 1HIEHANICRERORS LizKEoTFO
TaAAY Y FOMEFR T 7BER, ROEBDTHSH),

5 REHIEEBERBEEE ICRAZARRNICRERO®RS Lo iEH

7 7#E (ng/mL)

w58 Rk HE52E%
Img 16 11.43+6.44
3mg 17 36.17+20.63
Smg 14 56.84+34.23
P (E + (R

16.1.4 BEMEYIBIHERT
BEMEMERERETOMEE, REMHEBEERRES, BEBRNEERD
MAENEE OEMEREIC, BENICERODHHEZ RITTEIIR
SN 7z14),

16.2 ORUR

16.2.1 BEOHE
BEBRABMEICARI00mg % &% ICHEFO#HS LU 7ZEEOCnaxk O
AUCinfld, ZERERFRES & HE L TENZNAT% R O26%E R L 729,
¥) AR OERREHEE, 1HSMgTH 5,

16.3 9t
BT B ICARSmg 2 BERE O S L2 o MR EHE SR,
9% ETH D12 HEAT—¥), ECTLT IV EREALRZL, In
vitrolZ BT 5 & h OMBBITRIE, 2.5~6.8%TH - 7215,



16.4 X35
FFI27uyv—LKRUOCYPT A VHA LEBWEIn vitroRBORKE, T
FUT LAYy MEbTrICREES N, TOBIHREICIE, FiC
CYP2C8RU2CIN &S L, CYP3A4H RS L7160,
MEBEFTBEICHC-TF 0T 2Ry vy MEREROKS LI ANT Y
2B T, b MOEROEBSIIRENMAETH >/, MEEFTRD S
NIZERBWIR Y DIUALOKBELETH D, ZOEIEILIMEEFHETEE
D2.94%EHTHTH 7217 HEAT—%).

16.5 HEMH
MEBETEFICUC-ZFu T2 A%y MEBEREORE LY ANT
2R T, ERRURFPICZENZNIEEREEEDTT7.1% % 010.9% 7255k
HEN7ze FEHIETISREMGE (BERICHT 581 1 37.17%) KO
R (XY I OKEELE, BE5REICHT HEE 0 18.15%) iR
Shize RAHAITIEEICKREE (BEREIHT 2EE 1 7.03%) KO
B (RNYDNALOKBEE, BERICHT HEIE 2.35%) »RDH
Nz (HEAT—4),

16.7 EYIWEEER

16.7.1 ERSY—REBIE
TR A B ICARA2S Mg & BN T v —REEE2,400mg % ffH L 7o T
FOF LAYy NOEMBREICTITT LR v —REEEDOFE 2 EOITR
98 (JLEAFT—%). [10.2 2]

£6 AEOEMEREITHT HERT v —REBEOLE

MMEEEO . [90% (5 FEX R ]
. (L RT v — BRI IR 5/
BS%A g A A )
Cmax AUCinf
[R5
o 0.47 0.55
(A#I25mg, E~XF | 12
D, 400me) [0.38, 0.58] [0.49, 0.61]
CNT v
0.89 0.94
2,400mg# 53R | 12
A [0.72, 1.10] [0.84, 1.06]
CNT v B
: 0.92 0.80
2,400mg#t 5 1 RefERT | 12
A [0.74, 1.14] [0.71, 0.89]
F) ARlOEARESHEIX, 1HSMETH 5.

16.7.2 SINFZJ" (BCRPFEHEZ)
MEENTEE ICAHISmg & 785 = 7250mg & L - DT F 07 2
A8y N DOEYFHEICKITT F/8F =T OREERNIITTI® (SHEA
T=%)o

KT KEOENEREINT 27357 =T OHE

ERTHEO K [90%E A H]
; PFFEEE | ARA| (S8 F = TR SR/
L B e e B %)
Cmax AUCinf
. 1.29 1.32
7AF=7 [ 250mg | Smg | 10 1 T 01 | .22, 1.43]
16.7.3 CYPEE

fRRER A B ICAAI25mg X iE50mg & CYPEE % HtF L - O CYPEH
OHENFEICKITI TSI T 225y FOFEZEITRTIY JLEA
T—%)

#8 CYPEHOIEMEREICHT 2AK DR E

BATHED R [90%/EEXME]

. BEFRSE | A (CYPEE pEFIH 5/

DA% | psg | pee P2 R B )
Cmax AUCinf

0.99 1.61
n7ELY | Bmg | 9| 088 1.11] | [1.48, 1.75]

(CYPIA2EEE) & 5 g 1.06 1.63
me [0.93, 1.20] | [1.49, 1.78]

) 2mg | 9 1.07 1.07
PATEIE | o [0.96, 1.20] | [1.01, 1.14]

(CYP2CORE) & 5 g 0.98 1.03
me [0.87, 1.10] | [0.96, 1.09]

) 2mg | 9 1.78 0.92
ARSI | [1.14, 2.80] | [0.75, 1.14]

(CYP2C194:%) & 5 g 1.03 0.71
me [0.64, 1.66] | [0.52, 0.98]

- 1.23 1.21
TEARPEAR 2mg | 8 | 19980 1.55] | [1.01, 1.44]

V77 30mg 1,39 1.7
(CYP2DEER) S0mg | 811y 50 377 | (1.4, 2.06)

B g | 9 1.43 1.4
gL | [1.30, 1.57] | [1.24, 1.63]

(CYP3A4EE) & some | & 1.42 1.63
& [1.28, 1.57] | [1.39, 1.90]

) AEIORRREHARE, 1H8MgTH 5.

17. ERIRANHE

17.1 BHERUREMEICET 255

(RFHIEMBRRES)

17.1.1 EREIHEEE (MBA4-43ER) 20
BHE M S REREEBREREE2166 (RAIL07Hl, ¥ LRI F
¥ 7T 710961) RRIC, KEXIESTVRELF Y 7T 7 %248
M5 L7z, AANZIEIERmMgA? S EHBGL, NEZ/OL VBENE
1ZEHIFE (10.0g/dLELE12.0g/dLELR) ICHERis NS £ H1C, 1~8mgD
P CEEER L7,
ZOFER, TR (%520~2481%%) ONEZ O VBEOKRAFR L
TIURRIF Y TLT 7HOEIRIOEBDTHY, KADY LR
IFY TLT7 7R SIESHEATRS NI,

£l REHBEERBEE ICB I 2HIMONE /o v BEOREE
SHEERIOANE O e BipsE
58 BT 5% (g/dL) @ _
[959% (S HEK ] [95% (5 HEX 4]
10.96
AFIRE % [10.84, 11.07] 0.09
FINNRKRLF v % 10.87 [-0.07, 0.26]
TILVT 7B [10.75, 10.99]
a) %520, 2K U24E% (VIRE2481% ST 5 PILHEZEE) O~NES/TOE Y
BEOTFHE
AEBOBIEAFISEZEIL10.3%TH Y, ELEWERIE, BEHY LM

%EL.9% (2/107) TH -7

17.1.2 ENE DR (MBA4-15858) 2D
BHEIMZ M AR EEREREE 13262 R, AFZ1HI1E2mg
P OREHGL, NES O EES B (10.0g/dLELE12.0g/dL
DIF) IcHERF SN B &S 1T, 1~8mgo FIE#iFH M E iR L ¢ 52E/M%
Hl7:.
ZDRER, R—=AF54 YDOANEZ O #EEIX10.56+1.04g/dL (FH
B EwREE), HEKTREOAT /O Y EEI$10.74£0.95g/dLT
HO, NEFUCVBEIZEEHF (10.0g/dLE E12.0g/dLETR) 12
M s Nz,
BIVEFIIRAEE 1313.6% CTH D, EREIERIE, SIME3.0% (4/13261),
MEEFRET + 79 DY A v —tEMBEn2EN1.5% (2/1326]) <
Holo

(EEENERE)

17.1.3 ERSEIHEEE (MBA4-33ER) 2
BHE M % > BT BEA26 Z2 R, RAlZ1ELE2mgH 55
BtG L, ~NEZ O EENEEHE (10.0g/dLML E12.0g/dLLLTF)
MR SN A K 51T, | ~8mgd FE I Tl E R L CS2BRERE L.
ZDRER, R—AF54 YOANEZOL#EEIX11.01+£0.81g/dL (FH
B EwEE), HEKTREOAT /O Y EEI$10.78£0.69g/dLT
HY, NE/ULCVBEEILEEHFE (10.0g/dLELE12.0g/dLUT) <
s nrz,
BIfFFARBSEE216.7%ThH D, 261 RICKE LBWER IR 22 072,

(BB EE)

17.1.4 ERENERER (MBA4-5HER) 23
7 MUK IE MR8 7 B4R A AR O B E I & £ S M@ T B & 17361 (R
RI87HI, FNARRZF > 77 786fl) #RRIZ, RHIIZFILANRT
Fr TIVT 7 w224GERRS Lz, ARNZIELIE4mg? 5/EHBL, A
Er/OC VBENEZEHE (10.0g/dLEL E12.0g/dLARN) ICHRFsn
5E512, 1~8mgd HEHIF CHEMEHER L 7.
ZORER, FHEHARE (%520~248%) ONESUE VBEORABEE
FNRRIFY PLT7 7 HOEIR2OEBDTHD, KFDF LR
IFY LT 7T BIEGEHEPRE NI

2 MEENTEEICB T 2FHIEERONE 71 C U BE OB R 2

AR OANE O EE BEpE
58 115 (g/dL) @ .
(9592 R ] [95% (=X ]
10.73
AR e [10.56, 10.91] -0.12
FIRELF 30 10.85 [-0.33, 0.10]
TIVT 7 EE [10.72, 10.98]

a) 12520, RRUMUBE (USREMBRIELT 5FILHRER) ONETTLY
BEO T

FEBORIERAFTEEZ4.6%TH Y, EEIERIZ, 7147 DY
A~ —#in2.3% (2/87%l) TH -7z



17.1.5 EREMERE (MBA4-65188) 24
R I R IR 7 84 2 (L T Vo 2 WBME B % S kB T R
3 &R, REIZIHIE4mg» 55| L, NEVubE VBER
Btz (10.0g/dLE E12.0g/dLoAN) ICHRFE N2 L1, 1~8mg
O F & M E R L C24E MRS L.
ZOMR, BEHERYSREHAKE TONEI O VBE LFREED
HEM [95%(EMEXE] 120.302 [0.239, 0.365] g/dL/BTH Y, #58
BERLEANEZ7OE VBEIIEE#E (10.0g/dLELE12.0g/dLA)
AR S N7z,
BIEFSBRBEEE5.9% TH D, 261D BICHE LZBWER IZ 22 o 72,
17.1.6 ERNEMAEEER (MBA4-25(88) 25
7R MRS MR R 7 2R R O B E ML & (48 S MGE T B 136/ % 5f
RIZ, REIZ1BE1ELIMgA» S5HE5HB L, NEZ OV BED EIZHE
(10.0g/dLEL E12.0g/dLA) MRS nd &S5 1c, 1~8mgn AR
P CRE R U C52EM%E Lz,
ZORER, N—254 Y ODANEZ 0L VEEIF10.61£0.80g/dL (Fty
EEERRE), BEKTHREOAT /0 v iEEIX10.7220.96g/dLT
HY, NET/OEVEEIIEEEAE (10.0g/dLE E12.0g/dLEKE) (<
MR s,
BIVERSEIRSEE 138.8% CTH VD, FEREIERIZ, BEIME2.9% (4/13661),
BE1.5% (2/13661) TH o7z,

18. ZERIE

18.1 {ERIER
IFusaAyy M, EBERFERTF (Hypoxia Inducible Factor,
HIF) o7y KEBEBEROMEICE VHIFELEILSELI LT, W
WEyZe L) 20K LTV EEZEMS S, HFAROTHE L HiE TR
Gz 292,

18.2 BMEMET VIS T B1ER
IFuFaRyy M, Ty FEEEMETVICBELT, IHIEORE
ROMEICED, BREFRBICELIANE DL VlEL LR SERD,

19. BMH (RT3 ELFNIR

—RRIRH : T a5 2 2% v b (Enarodustat)

{b%4 : N-[7-Hydroxy-5-(2-phenylethyl)[1,2,4]triazolo[1,5~
alpyridine-8-carbonyl]glycine
C17H16N4O4
340.33
HEDHEED R, Y AXAFILALAFY RIZPRBEITRLTL,
A ) =TT L, T4 =)L (99.5) ITHio THETIC
<<, KIZIZEAEET BV,

DFRX:
NTE:
R

{E2EER -
_~_OH
| H
N,N ; N.__COH
YN o

PECREL - Log D=-0.3 (pH7)

21. FEERRM
) A 7 EEREZRED L, EYICERT L &,

22. A&
(TFO-A®2mg)
1408% [148% (PTP) %101
(TFOA®EE4mg)
1408¢ [1488 (PTP) X10]
23. FEK
1) Singh, A. K. et al. : N. Engl. J. Med. 2006 ; 355 (20) : 2085~
2098 [ENR-001]
2) Pfeffer, M. A. et al. : N. Engl. J. Med. 2009 ; 361 (21) : 2019~
2032 [ENR-002]
3) Besarab A. et al. : N. Engl. J. Med. 1998 ; 339 (9) : 584-590
[ENR-003]

4) HAER D Ty MCBUT A - BRIRFEEREE (202089 A 25H %GR,
CTD2.6.6.6) [ENR-004]
5) HANER Y FICBIT AN - FRHEERE (202089250 &R,
CTD2.6.6.6) [ENR-005]
6) HANERL 1 T v MIBU B HERKUHAEROFREL O BHEREEEIC
Bi9 2B (20204F9H25H &3, CTD2.6.6.6) [ENR-006]
7) HRER Ty MBS AT B (202098 25H &R,
CTD2.6.4.6) [ENR-007]
8) HNER : WS SR E R AER (AZ951-U-12-00238%) (202049
H25H#%&EY, CTD2.7.6.8) [ENR-008]
9) HMER : BN [ HBEKORERSRE (MBX1-1588) (2020
HF9A25HA&R, CTD2.7.6.2) [ENR-009]

10) #PER : MBGENTEE 2 0RE U ENEREEREE (MBX1-2#%

B) (202089H25H&:E, CTD2.7.6.5) [ENR-010]

1) #HAER  mMEERTEE 2R E LENSE THERRORE

(MBA2-15%8%) (20206F9H25H %38, CTD2.7.6.17)  [ENR-011]

12) A ER  MEBTEE 2SR E L 72K 2R R
(AZ951-U-13-0057%%) (20204F9H25HZFE, CTD2.7.6.9)

[ENR-012]

13) HEFR : REHBEBERFREE 2R E LENE THEFERHER

(MBA2-27B#%) (20208E9A25H %32, CTD2.7.6.16)  [ENR-013]
14 &R BEMEMEREMNT (2020E9H25H &R,
CTD2.7.2.3) [ENR-014]

15) HPIER - 9 (20204F9H25H&:E, CTD2.6.4.4) [ENR-015]
16) HPIERL - A3 (20205E9H25H &FE, CTD2.6.4.5) [ENR-016]
17) #NER i~ 235 > ZA3RE (AZ951-U-15-01058E8%) (20204E9
H25H#%&EE, CTD2.7.6.7) [ENR-017]
18) #NEFR! : /AR RE (AZ951-U-15-00935%) (202049
H25H%38, CTD2.7.6.10) [ENR-018]
19) #NER B B EEARE (AZ951-U-12-00335%) (20204F9
A25H#&EE, CTD2.7.6.4) [ENR-019]
20) #HAER  REHBEBEREE 2 0RE U BN IHEHEG R
(MBA4-478B%) (20208E9A25H %32, CTD2.7.6.13)  [ENR-020]
21) HNER : RSB T ERERE 2R E Lz ERNS IERRRS R
B (MBA4-135%) (202049H25H %3RS, CTD2.7.6.21) [ENR-021]
22) HENER  EEETEE 2R E U BN A — A% 5 R B
(MBA4-3:5%) (20208E9H25H %38, CTD2.7.6.22)  [ENR-022]
23) HNER : MAEHTEH 2R E Lz ENETAELEHRE (MBA4-S
REx) (20208E9H25H%&ER, CTD2.7.6.15) [ENR-023]
24) HWNERL  MAENT EE 2R E U BN IEE S K OHERR
B (MBA4-6:t5%) (202049H25H %3RS, CTD2.7.6.19) [ENR-024]
25) HANER : MEETEEZNRE LAZEBRNENHEERES KB
(MBA4-2:5#%) (20204E9H25H%z8, CTD2.7.6.20)  [ENR-025]
26) #ENERL : In vitroKkWin vivodFEiER (20204F9 A 25H % 3R,
CTD2.6.2.2) [ENR-026]
27) #HER Sy FEHEMETFTVICB T ARMIK ST XA —FI1268T 5
fEF (20204E9H25H %38, CTD2.6.2.2) [ENR-027]

24, XEFERENRUBEVEDESE
BEEMAST BEREHRE
T103-8439 BURERHRIX B AEANI3-4-1
TEL 0120-316-834
FAX 03-3231-6890

HA X Z RS REHER ERFRET
T103-0023 B ERH R X H A AT 3-4-1

26. BOERTHEES

26.1 SLERRTTT

BAZEIERKISHT
RRBHREAAEAB3-4-1

26.2 BRFEIT

EEEAKKXSHE

ERENPRXHABE AR 3-4-1

ENRO04-D10



