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7 L2 kO g Smg TYD)
L% MAICIZT Lo Ra vl LTomg 2 1 A 1[E, R RRC /KR 180mL & &
HITREARET 5,
¥, %D LY 30 3T 67, RE OKZEBRL) WONTHOIER DR O
BELBEHT D &,
7 LY ko UggsE 35mg TYD)
@ﬁ\ﬁAK 7 Ly Ra o fgd LT 35mg 2 1 AN 1A, FfERENZ KA 180mL &
WZREORET 5,

ﬁ% AR 72 < &1 30 33T 59, R OKZFRS) OO FAIOfE 1
HILHET 5 Z &,
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(D AANIAKROATIRAT 5 Z &, KUSNDOEKAY) (Ca, Mg FEDEHEDFHTEWNI R T
N F—F =%l BYKLOMMOIER & —FEICIRAT 5 &, WINZHT 5%
nndH s,
2) BIEN ORI ~DEIWEADFREMZ K T S/ A 720 HONCHNA~EBESE S 2
ENEHETHD, IRAICELTL, UTOFHBEIZEET DL &,
DEKRLTTIZay 7 IMHROK ($180mL) & & HIZRATHZ &,
2) FIZEnHEEER IR 242 U D ATREME DS & 5 726D AR 2 A 720 XUZ 0 CIE Lz
DLW &y
N AHNERAE., D7 & 300> TBLZDOHDORYIIDEELZEY | BFLK
ZHETRIC BT &,
4) SEEREUTERATNICIRA L2nwZ &,

3. BRPRAUIR
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A% LR

(2) BERHE
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(3) ERPRIEIERARR | MEMHR
g L

11




(4) RRUFR - AERCRRTR
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(5) 1RALAYEAER
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2) HeEEAER
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ZEER R L
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VI. ENEEICEHIT SHIEH

1. EEPICEESHHILEYMXIIILEMEE
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VN =Tl UV RY NN/ S

2. FEBEEA
(1) YERERGL - EFAHER ¥
T Ly RaUET MU U AR, BHEBRIERRIETH D, E M L 2B I
Ze ] U C B | OB 2 3l 5, B RIENHIERIC X0 gk E R Ose e A AR
LTHEDEZRDSZ LICX W EBELHERF T2, " a7 /3% 4 MOEWELR
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VI. EYEIEEICEEI 4IEH

1. MPEEDHTE. AEE

(1) AELEYDLGISRE
M ER e L

(2) REMAEEETZERR

7L ko UEgsE Smg YD)
9 1. 2 B[]

7 L2 ko UEgEE 35mg YD)
91, 0 BER

(3) BGRFAEBRCHEEIN-MPEEY
7L kO EssE Smg TYD)

Bt 7L Ra UBREE Smg (YD)
[P 3R O A F R SRR AT A KA >
HARTA v CFpk 94F 12 H 22 AATEIRFES 487 B, Wik 13 4E 5 A 31 AfTEZRFES 786 &, Wik 18
11 A 24 BTERASEEE 1124004 ) |
Ha A IRp AR O e
e T Ly Ru fEbESmg (YD) &REWERIFIZ 7 0 24— "—JEIZ L FNFn1éE (T Ly
Fa ke LT5mg) . EEERA S F 69 4 ISR BRI 035 U Tl AR b s
ZHIE LT,
. B ST SEMEEE T A — & (AUC, Cmax) 2OV THEHITE1T - - f5 5. WRlo4EwF
™ BORISEMED SHERR S T,

HIE/RT A—H BENRT A —H
AUCoqo Cmax Tmax t1/2
(ngshr/mL) (ng/mL) (hr) (hr)
7 L R a U lESE Smg YD) 6. 6443, 80 2. 40£1. 40 1.240.6 1.940.5
FEAERLA (BEA, Sme) 6. T4+4. 14 2.4242. 01 1. 20. 6 1.80.5
CEEME = IEERZE, n=69)
(ng/mL)

EEREE

—— 7L ¥ ForEEsmg [YD)
o HHMESYH] (BER]. Smg)

(Frafl £ MEHE(REZE, n=69)

2 3

7 9

5
5% (hr)

4 6 8 10

IAEPEREE TN AUC, Cmax SE0D/3T A—2 (%, HBRHE OBR, (KR ORI » B ORBR A

(CE > THERRDAREMEND D,
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(4)

(5)

(6)

7 L2 roEgsE 35mg YD)

O 7 L Ko U BREE 35mg TYD)
[P 3R O A F R SRR AT A KA
HA RTA v CFpk 94F 12 H 22 AATEIRFES 487 B, Wik 1345 A 31 AfTEZRFES 786 &, VK 18
11 A 24 BTERASEEE 1124004 5) |
Mo R AR D e -
B 7 L Ko U EREE 35mg YD) SHEUERIRIA 7 o A4 —_—Eic D FnNEFN18E (TLrv
R gl LT 35mg) o FEEERA BT 30 £ I HE A BEER O3 5- L TP R bk s
ZHIE LT,
g B O HMEEE T A — & (AUC. Cmax) 2OV THEHITEIT - - f5 5. WRlo4EwF
™ MRV D R S LTz,

HIE/RT A—H BENRT A —H
AUC()fg Cmax Tmax tl/g
(ngrhr/mL) (ng/mL) (hr) (hr)
7 L R a U lEsE 35mg YD) 42.16+31. 53 15. 64+12. 93 1. 0+0. 5 1. 5+0. 2
FEAERLA (BEAl, 35mg) 39. 29+18. 83 14. 80+7. 76 1.1£0.5 1. 540. 1
CELME = HEERZE, n=30)
(ng/mL)

Pl i =

MAEPEEETONS AUC, Cmax 0 /37 A — 2 13, HERE OBIR, AR OTRIEEL - FFfE5% 0

——T7 L FuryEgE3smg [YD]
—a— FRHLBYTR| (BEF]. 35mg)
(FSE + BHERZE. n=30)

0 1 2 3 4 5 6 7 8
4 5#% %M (hr)

RIFIC K> TR DWREMED D D,

th&i
BRI L

BE - ftRED

VIl Ze4tk: (R EodES) (B4 5HE

BEH (REa
R L

B8

Foa

7. FHELEH 22

L—yay) @mck YL E-EMRRBELESHER

2. EWEEGRI/NS A —F

(1)

R Ak
BRI L
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(2) RULEEEH
MR L

(3) RAATARLTEY T 4
LR L

(4) BEEREEHY
7 L2 Fo U EgsE Smg TYD)
0.39(hr?)
7 L2 kO UEgsE 35mg YD)
0.47 (hr)

(58) U7 UA
MM EEe L

(6) HTEH
KPR L

(7) mMEEaRaE
MR L

. TRUR
LR L

B
(1) mik—RErEiEE
MRS L

(2) Mik—HERFIEB
AR L

(3) Bt~DBFHE
MR L
(5% : BT —4)
NI 7Rt (A OERS) (ST A 106, PER, SRR ~OR
& 518

(4) BEE~OBHE
MRS L

(5) ZDDIMBEA~DBZITHE
ERRARR— FREFNIF LB A ENTRICEFTER~RL TR SN D,

e
(1) fRBEME R UL AERE
SRR L
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(2)

KBICBEE5 Y B (CYP450 ) D7 FiE

BRI L

(3) MEEAEHREDEERVZDEE
MM EE e L

(4) REVOFEDEERULLE
MM EEe L

(5) EHREMOFEERI/ANTA—4
BRI L

6. kit

7.

(1) BEREMLR SRR

fERERC AT 712 5, 10, 20 KT 40mg =547 D8ER1Z . HIRE O 2 IRefilFTic BERE 0
B 5% A8 B F CTORTHEERIT 0. 656~1. 41% TH Y B HBEIC L AA BRI
D HENIRIo T, FDIFEE A EITIREH 6 B £ Clodbit & iz,

FEm it (PARRTE 60 miASiig) M OVE fin 2ot (PARR R 65 kL ) 12 2 17 v A A4—
—ETT L ReyiRt MY D AKFM (T L R Uigl LT bmg) % 1 BG4
48 I E COJRPPRIFRITIEFINE 1. 11%., Elnd 1.25% Th -7,

PARRZ 2ot (n=23) 12 2 W]/ v A A— "—JET, 7L Rr e LT5h LU 35mg
T a T D EER & TR 2 BRI BRSO & 554 48 BRE & T R PR D % fn]
WP fiE b (35mg #iE/5mg HE) 1% 1. 02 (90% E#EX ] : 0. 79~1. 32) Th o7, FRIPREMER
(2 (T3 E44)) 1% bmg T 0. 47%., 3bmg T 0. 48% Tdh -7~

(B ARFNOAGREINT-HE - HEEFET7 Vo Fe il LT1 H 1 [Ebmg(T Ly K
VRARE bmg TYD) ) XX 1M 1[5 35mg (77 L Ka e 35mg YD) ) ThH 5,

(2) Hritts

N

VI EMENREICBET 2HE 6. HRt (1) PRI OWER) 22 M

=N

(3) HEitERRE

VI EMEREICBET 2HE 6. HRt (1) PRI OWER) 22 M

=TI

M

bS5 YR AR— 5 —IZET B 1EH
KRR L

| BAEIE DREE
AR L
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VII. &€ (FERLOFESE) TR HIEHE

ERNBEFDER
ZYEeEe L

%% 1

*.

. BRAREFOER (RRIZZZED)
[Z2] (ROBEHIZITRE LW &)

(D) BIERAEIT B 7 27 (RIEMFEAREIE) Fo/REmiE 2 BT S 5EEDH D
BE

[(ARFNORIE BB ELES D Z L2 X0 BEFFTCERT 2BIEREBROGRRIEN &
<725, ]

(2)30 LA E FEEZR I LTWAZ LR TWNA I DTV EE (THE - A%
BT A FoEE] OESR)

(B) ARHIDE Sy & D NI D B AR AR R — b RIEAN G UBBUE DBEERE D & 5 B

DAV 7 AFED B (TEERANEE] OESH)

. SHEERITHRICEET HEALDFTE L ZTDEH
(V. BRICET A 1. eI 221

. BERUVB=ICEET AFERLDFE L ZDOER
(V. {BEICET2HEA 2. AELKOHE 2538

- BERERE L ZDER
BERS (ROBEIITERICKGTH L)
(DHETINEE, Rk, B, T fahk, TGS O L EERE 1 H 5 B4

[ EEBVHARE R R L, BB E 2R3 2 L3 H 2 O THEMEE LB 2 6%
b5, ]

(2) EELBHEREDO S B
[l BN D 70 < BARVEDRHESL L TV 7RV, F2, ENOERIEFHT — 2 X—A %
MW FHAEIC BN T, BHRRIEDIERIC B AR AR — M REH| A L7
HERERSERFE D S B FIC, S/ RREREE S (eGFR %3 30mL/min/1. 73m® A38)
T, BHRENEFOBRE LB L TE DL 7 AMSE (REME 7LV 7 LEN
Smg/dL Riil) DU A7 NEIMLTZ & ORENRH D, V]

. BEEGERMIE EZDERARVLESE

EELGERNIE

(D AAN I D & AR AR F— hRHH & RIS, WM, BB ORI LR
IR Z S & T RBZnn b D, FHOEUICIA L WEBE I, BiE, DN
(CEEORWEMRHELT 2 RetEn & 5 DT, IRANEIC DWW TEEZ HoEE L,
HfpsEsZ &, ( DL - HECBEES 28 EoEE) OESHR)

Q) AFNOEEIZ LY EEHLE BT 2RIERARE SN THLDOT, BlEEL T
(AT, BRI O SUIAEIR (o T IR, e TR S M T O S8BT

OFEH, - FALE) (TEE L, BFITH LT, ZRHDIERDH b b HE1E. K

AIORMZ PIE L TRRE L% T 5 L 08T 52 &, ( TEHRZREIEM] OEZHR)

Q) HHEIEDRIEII T A bu Rz, MUAOHERBESG L TNHZEbHDD
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T, BRI LUIZ DX ) BN EEET HMERD D,

(4) BEFIZE, BEENOTDRAN T T L EEBRSEDLZ &,

GUMEH VT T AIIED 8 2 BE L, AFBGANAR V> T AIIEZIRE ST D 2 &,
Flo, B IV D RZEXIFEZ I U DRHERFEOL O 2 IR T RHEENH D
BAIZIZ, O UDIEEEITIZ L,

(6) AR AR R — FMRIEFNZ L DIEEZZIT TV DHBEEITB T, SHEE - S E
BERNHHOIND Z END D, W SITIER DL < M3t DBEE 2% 5=
A 72 B R LE S R R CBE L CRIBLL T D, U AZRF-& LCiE, B,
by, M HAELER, aLFaxToa NiBE, BERRE, DO 6L,
HEARMLE OREFZENE STV D,

AFNOBEGBRLARNT D EN OFERIRIE 2 MERE L, MBS U T, B ITx Lt 7
R ZZ T, RENERLELZ T ORIV FFTE T IH>BETLH &,
ARFNP G- HP AR BB 2 B R L E S LB 72 7o BB IIAR DR S 2 2 B+ 5 =
&

T, OENZFRICHESZ &, THINRWRRELZZIT5 Z &, wRZ 2R
FIDOER 2 RHERNC S U R R EHLE X CX ARVBET S Z L7 Y2 A
BT L, BENRD N HAICIL. BEHICHEE - o rZ21 5 &
NfEET L2 L, (TEHRZEWEH OHESM)

(1) EARARF— FRIEHNEHH L TWDREFIZBNC, AAEEFELENRI L L
DWENDH D, ZNOHOWETIE, BORGCHMEIZ B LTI L7-ER R
BB Z G, AER, HiR, BREOERI R HAICIL, BFREER %52
THEIEETLHZ L, ( THERZEWEH] OHESR

(8) B AR ARL— P REANZEHIH T L TWDEBREICBW T, FAMEME T 4t
INZ XD KEREHET T, EAERBRE BT, R BB % OFEER AP s El
LT OWENRH D, ZHOHETIE, ERFIEZ 2B08M ) 500 AR
KERES, A, A2 IC B W CHIBSERRO LN TR ELH D Z L b,
Z DX D RIERDERD SN T GAITIE, XL A TV, WU E AT 2L,
F7-. WRIMEOFEHNE T D AREMN S D Z En b, A CIEERE TN E & -5
BZiE. BHUOEML OFEIRZE A MRS L, X SREAITH 70 L, HEICHET L Z
Lo X BRAERHZITE LE OINESE, FHEIRBEGRIT AR AL TEY, D LD
IREAIITEY E AT Z b, (TEKZEWER] OESMR)

7. ¥HE/EH
(1) BtRZZ L ZDER
BASE AP

(2) AEEEZDER

tHE{EHE
FHREE (PHHICEETAZ &)
HHILE BRERIEIR - BB AE HF - BRETF
N T, T F T LED | REORA% D2 LY 30 | ABNXZMDEA 4 (Ca, Mg
BEEEATHREOA SRS THLIRATHZE, | EeFL— 2B THZ L
T ISR N&DDOT PEHT D & AEID
il W AR T X85,
S RN Ve
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8. Bl{emA

(1)

(2)

BIERDE

AN A SRR A 55 D IV E I JE BUAREE D3 e & 7 DA 2 520 L Ty,

EXGEIEA & PHER

EXLEIERA

DEE - OERES BEEARH)

REES (RERA. BREXEE. BREEE. BREX. BREULANH LD,
Mzt o BFEandh5,) . ARRBEND HOND 2 ENH D, BlEE 02T,
SO (M, Fiin, &, ST REE, W MR, WE NMe, oo, o
R, DWNRORE - BYLAE) ([2EE L, RENED L5835 %
ik L, UL E AT 2 &,

2) B - TZHEIREE (GEE A
(Hmtd) B - +Zi6fFEE. BIMBEX LR HLbND Z ERnH D, BlIEE I
T B SOER (Meifn, T, &, EREEE. O, B TRE O
FEL - BALSE) ITEE L, BENRD NG AITREEZFIE L, UL
119 2 b,

3)FFHEEIEE . F|E (W T HHEER)

AST (GOT), ALT(GPT) @ _E&-Z ¥ 5 HHEEERE S, SHERH HLOND I ENHDHDOT
BIEZ ATV, BERRO DG AT G ZRIE L, U7 LE 21T O
&,

DARDILD D LInfE (BEE )
it T =— LU, RMSH%. QT IERS 22 IR L v AMSEN S S
NDZENHDHDOT, BENRD LNV T 2RO R 5% % %
EToHZ L,

5) FE MR RIRFEAARIE (Toxic Epidermal Necrolysis : TEN) . R IEHEIZERAE 1R
(Stevens—dohnson fEI&EE) (W40 & AEEEARE)
rhERE SR R BESE R ARIE (TEN) | R REIREARIE A (Stevens—Johnson JEMERE) 25 D E
BIRREIEIRDH 5D 2 ENHHD T, BIERE2+512070 ., BENRD L
FSRAICITE LICE G2 I L, WEARAEEZITY Z &,

6) SREIRI - FREEHR (BHEARH)

PHE A - SHE AN LN D 2 ENHDHDT, BlEETSIATV. BEN
RO LNTHEIITRS 2P IET 572 8, @mUREERTTHY Z &,

S EEEERE (FEARH)

NEE TN S LoD Z ENHDHDT, BELHDI2ITV. BENED L
AT A PIET 5 L W EETT) Z L,

8) KERBE:FT. AR EEHE. AR EEHBEDIEEEEH FHERH)
KEREHE T, AL KREREEEH, R E BB O CIEEEIT 24T
LT ENHLDOT, BELTIIATV, BEPREO bR HA I3 2 fikd
L8, wmOIREEITY Z L,
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(3) ZDHDEIERA

(4)

(5)

(6)

ZDMDEIER
RO X S WERIIREN H DO SHEIZE, &5 21T 573 EHEREEZITO 2 &,

SHETH
HIESR TR < DTSR, DR - P R - RN, IR, MErE, SR,

EESIA R, PPN, R, MEMEEE, WAMEER AR, 6 <O A,
R, TR, BR IHERR, spiide, DR, e TIREE, SRR

B - REARE | 5. 1075, B, FWb. WU WE

mi& Zifn GRIMERBIR D, ~F 71 U ARTE) . Bl EREdD | i M)
Ak FFkAE S [AST(GOT) 4. ALT(GPT) b3, y—GTP 5%
Bl BUN B BUR, HERINEE
iR - RAHMER FEIMED E VN, B, R F U, FIRRGE
B - BER BAgm™ . A GRS . ABPUREY . BT i
TR - FRAER AR GiE)
ERENH Mg Y AXT, migH Y oL b5
iR IRAEIR (Dvd~ e, SRFNRESE) | G, SE 5K
K. bR
Z Dt Mg, A0 U . BRTEERISE, ARHMETAIE, BmiveE, B, B 080 . %

B KRR, 13T (FEmALE, BUidE), CK(CPK) E&H-, i+t EF. 1
fEviE. LDH F5-. oL 27—l F5. g7 A7 2 AR TF. FhiE
]

1) WEHAPOE Y AR, FHUS, BEERISEZRT IO R LVIEAZEL S 2
ERHE SNTWD, 0B, 1FEAERKREHRIEIZEVERL T1D,

R AR R UBRRE R — 5
ML L

AR, AfHE. BEERUEHOEREEROBERETEE
AT L

EY7 LILF—ITHY 2 FERUHERE

[(ZR] ROBEIZITHREG LN L)
B AFND RSy & 2 W MTIMLD BRI AR AR — hSREEFN G LBUE OB ERE D & %
BE

ZDHOEHER
VIO X9 IERXIFEFE D H O b Hmallid, 52T 22 SlIR0EE1T5 2 L,

HETH

B - REAEE | 5. 1075, e, Wb, WL Wh

. SEEADERS
BASE AP
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10. 34w, ElR, RIUFF~DEE

11.

12

13.

14.

15.

16.

Wim. EiE. BREUFEFEADEE

() FEF O 5B A 22T L TV AR WD T, i TR LTV 5 A RetE
D H D NI, 1B EOFIRIENGERMEE LAl 5 &HWr S D 85EA I ORB S5
5HZ &, (R 2D,)

(2) EAR AR R — P REANTEEE IV IAENTRICEFEERE~MRA IR S5
DT, MR HAIEEMED & D A~IL, TR LA mMENERMEZE EE S &S
NOGEICORFEETHZ L,

[ PFERA~OHEITE AR AR R — FREF OF G5 - WIRIZHERET 5, B AR
ARF— FRIEFNOH D B IR F COWIM & falfrk: & ORHEIE 620> Tidzeu, ]

Q) FHF DOIF NI, AFEGHIHARA LT SEDH &,

[EW)EER (T v 8) T Ly Re YA FICRITT 2 2 ARG SN TWn5D, ]

INRFEADEE

INREADRE
SNSRI C e D2 AMEIIHEST L TR, ([ FRRBR N 22 0,)

R EERICRIFTEE
BASKL AP

BERS

BERES

iz - K

AL T AGE, Y ERMSE, WO FEMEEEE (AR, Mo, AEk.
B, UTEES) NREETLIZ LN D,

WE

Tl R UEEEFESSEDLTDIT, T HDLWITHIRAIEOREEEET 5,
I T DREOfERRIEN & D O TIEM: 2355 L e b3, BE A2 r-¥ 50, Lk
RERZ LTELEDZ &,

BREOEE

BWALDIE

R ATBF
PTPREDHANIP TP — 0 bROVHLTRAT AL >fFETHZ L, (PTP
— FOREERIZ LV | BWELA TS EIEREEEA~HIA L, B2 238 2 U CTHERIR 2
DEERASHEZRE T Z LGS TWD)

FOMDEE
BASE AP

FDith
RLMTIE L
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I X. JEERIREAERICRS9 41EH

1. FIEER
(1) EPEEHEBR(VI. ZHEEICEHI LEEISH)

(2) BIRMFEHER
UG L

(3) REMEEHER
ZEEE R L

(4) ZDHOIEAER
ZEEE R L

2. =R
(1) HEHKSHEEHER
ZEEE R L

(2) REHSHEHER
ZEER R L

(3) 4hERAFIEHER
ZAEER R L

(4) ZDOHRE!
ZEER R L
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X. EEMNFHICHYT 2IEH

1. REXH
B AFEEERLY  1E) EE—ERSOLTEICIVERTSZ L
HEhSY 2k

2. AMHRXILE AR
SRR « 34F (ZEMRABRRE RIZES <)

3. Bri&k - RFEH
R IRAF

4. EFEFRWNEDTES
(1) ZETORYHEWEDBEESIZDLNT
PN

(2) ZEFIZMAEORYIBNZDONT (BEHFICBETAAESWESTIES)
BAMEKRLTA R B0, <FvoLEBY : FY
VIl Z24fE (FEA EoFES) ([CETHEE 14 @A LEOEE] 258K,

(3) EFIFFAFBHOBERIZDONT
BARUNA

5. RIBFHE
BA=RNA

6. @
7L kO EssE dmg YD) - PTP : 100 &&
7L kO EssE 35mg YD) - PTP : 20 #£ (2 $EX 10)

7. BHEOME
7 L k0 UEESE Smg TYD)
PTP: 7V =D LA, RUMHELE=LT 4 VA R 2F L - R TR LT3
E Sl N ZA
7 L2 koo EsE 35mg YD)
PIP: TAI=U LM, BIRRU AL T 407 VL, K — b

8. BE—RY - EZE
Bl—% : Ao 7xH~v 75
RIS : Ut Fuo s S/ Fo R S RFoRUEE, R

9. EffftEERAR
AL LR
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10.

11.

12.

13.

14.

15.

16.

17.

SERFTAREABRUVERES
HEBHEH A
7L kO UESE Smg TYD) : ¥Rk 24 48 156 H
T L2 kO UBksE 3dmg TYD) : Rk 2347 A 15 A
Freias)
7L RooEesE Smg TYD] : 22400AMX01305000
7 L2 o 35mg TYD] : 22300AMX01036000

EMEEIUNSER H
7L ROUEEEESmg TYD] : SERrk 24412 A 14 H
7L RO s 35mg TYD] : ¥Rk 244 12 H 14 H

PRER (LAREM. AEARVAEEEEMENEABRVEDORE
A% LR

BEERR. BMERRARFABRUVETONE
A% LR

BEEYM
BAISANA

REHEHRERMICET 517K
AAN I G AR BT D HIBRITED ST W,

£Ea—F
JRAE B A S 5 \
= HOT (9 = s . L7 hERa—R
Ly R U lieks
ddand 121868801 3999018F1137 622186801
5mg YD)
Ty Rerig
5 35mg 1D) 121869501 3999018F2133 622186901

RERFET LDEE
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