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'VTRS] 1.5 . 0.9 | 1.1 | 1.1 | 13 | 1.2 | 1.2
;gg ‘ 24.1 | 50.9 | 63.1 | 77.1 | 85.3 | 88.4 | 89.6 | 91.6
FEHE i + + =+ + + + + + — —
26 | 1.6 | 2.0 | 2.1 1.8 | 1.6 | 1.8 | 2.0
SEEE AR ZE n=12
10. Bar - 3%
NIRRT R - BEICET H1ER

(1) FEIARELRS - 8%,
BEARSANA

(2) B%
100 7 [10 B 7 &/ (PTP) X10. KA ]

(3) FHEE
BARAYA

IvV. ®ANZEEd 5IEA 10



(4) BRHEEOME
PTP %
PTPL—F : R Zun N 7t FLy, RUELE= LT 4 VA, T =9 LE
vo— R IZF L7727 —h REER)ZTFLY TAHI=0 A

1. BRI SN D RS
B L

12. Z0ft
MM ER e L

IvV. ®ANZEEd 5IEA 11



V.

ABRICEYT 5EE

1. MEEXIIHE

4. EERIEHE

OFBERDOH AMIERRICDAEE
(BFEOABENENIIEEAZED-HIRETE T, #HAMIERRE LEZHINIIES)

O TEDIEZRFBHEIZ &1+ D IEHE R DN
B, DB, T, Mg, B

ONL—TREB%

OEMEMADTEAEICH (T DF4E <118 RO N

O£ 5 MR RAEIZH S ME MIhE R

2. MEEXIIHEICEET HEE
5 MEEXRIITHEICBEET 5EE
W—TRE%, 2BMREEICHES MESMESR)
PIEITA RIA VHEDOEFOERESEZIC, RAIORGEE) & SN BEICHREGTHZ &,
3. AERUVHAE
(1) AERUHAZEDMRER
6. AR UHA=E
(BE#iE)
OB Bt OBV RS OTEHE
WEL. RACIZI a7 ) — A E7xF AL LT 1E1,500mg 2 1 H 2 [\ 12 BEEICE%
RAO&ET 5,
ek, Fln, JERIC XV EERET S,
OB RAIZ BT B HEHE SR O P
A g, a7z /=) £7=FELT1HE1L,000mg 2 1 H 2 [0 12 BFEEEICEHRRE
b4 5,
7ok, HEn, JERICX Y EEEEKT 525, 1 H 3,000mg & EfRET 5,
N CEE, aTv e /= E7 oF e LT 1 IE 300~600mg/m* & 1 H 2 [F] 12 REfEEIC
BHEEOERGT 5,
7o, A, SERICE Y BEEHERET 525, 1 H 2,000mg & BRET S,
(LFBHE. FTHetE. fstlE. BEFSHEICE (T B 3EH RGO
WE, RAKIEI a7 ) — ik 7 =F e LT1IE500~1,500mg % 1 H 2 [A] 12 FEEICR
BRROEET 5,
LU, AFIOMHEEE R NEHBEITBRE L > TRRDDO T, FlEOIRFEIRE2EDLZDICHED
HEERWEENLETH D,
V. {GRICET 5EAE 12



L—TRE%)

A lE, Sa 7/ =g E7 cFL L LT 1A 250~1,000mg & 1 H 2 [\] 12 BRfIC &g
RAERGS 5,

ek, FEn, JERICX VEEREET 525, 1 H 3,000mg & LfEET 5,

N EE, Sa T —AfE E 7 =F /e LT IE 150~600mg/m* & 1 H 2 [[] 12 BEfEIC A
“BRROEL9 5,

72F. . ERICE VB EHEET 525, 1 H 2,000mg & ERET D,
GEMBMATBIEIZ & 1T 54 F Xt TE RO )

A, a7/ =g 7 F e LT 1A 250~1,500mg & 1 H 2 [\ 12 BEfEIC &tk

RO 5,

RE. AEER. SEMRIC K 0 EEHEET 525, 1 H 3,000mg 2 FFREL, 1 H3EABKAOKET S
Ly TE D,

N, Rav e /R ' 7 oF e LT 1A 300~600mg/m? & 1 H 2 [A] 12 R
BROZET 5,

72F. . ERICE VB EHERET 525, 1 H 2,000mg & ERET S,
(L EMMEEICHE S MEEmMmESR)

WE, RAZIEI a7 ) — g BT =F /L E LT[R 250~1,000mg % 1 H 2 [A] 12 R
BRROEET5,

e, . ERICE Y BEEHERET 525, 1 H 3,000mg & ERET S,

(2) MHERUABOREREE - 1RHL
LR L

4. RERUVAEICEEY HIE

7. BZERUVHEEICEET 55

(FheEHE)

71 EEOBRBMERAREEE CREMATEE=R (GFR) 2% 25mL/4y/1.73m? Kiifi) TIiifhEENEL 25
BENARSH DO T, 1 [EHG5EIX1,000mg T H2E) &L, BEEHOICBIET L2 L, [9.2.1,
16.6.2 1A

(L—TRE%)
7.2 AFNOEGBMGRHIIIRRAIE L CRIBREAT v FRlZOFHT L2 &,

5. BRERRLIE
(1) BBERT—2/1\vor—
MEE R L

(2) PRERZEIEAER
UERR L

() RERGERHR
AR L

V. {BEICEET 5IAE 13




(4) HRELROEAER
1) AhERREIER
(BBIEROHAMIEERIGDBE)
ERNE I8
BB OBIRMEIEROSBFE A1 Bl L C R a7 /=i 7 =F e LT 1A 1,500mg
Z 1 H2E 12 BAEEOEE Lz & X OREIRZ e L ENERRER IS W C, A
GUERF] 26 BIOKBHEIZLL T O LB Tho727

R PEAERESUSITX 3 DIRMANR JEBIE (%)

) G RRH L) %) g
12 (46.2) 6 (23.1) 3 (11.5) 5 (19.2)
26
18 (69.2) 8 (30.8)
RO ERIE (%)
B L HREHY
22 (84.6) 4 (15.4)
BB AR JEBIE (%)
& FEREBEHE
23 (88.5) 3 (11.5)

ENE 1/ DR

A OFEAPEIEAESONEE TT B L 2 a7 =/ —Uig 7 =F /L& LT 1A 1,500mg
Z 1 H2E8EMRO#EL Lz & X DIRFEIRERF LI KETOFE 1/ THHBRERRBRSEZ &
W2, BERIOME 2 V7 F = A 5.0mg/dL LA E#f & 5.0mg/dL REHED 2 BE TR L 724

BOEAEMEBIILLTO LB Tho712¥ WEAT—%) |
BeHBRMARIMIE 7 L7 F = IS X DIREE EAEL (%)
=5.0mg/dL <5.0mg/dL &t
7/13 (53.8) 45/64 (70.3) 52/77 (67.5)

(BERIEICH T DR IS OHNH)D

ERNFELIAERE (BEA)

BB OBE 136 Fllct LT, Y7 AR U RORT oA RFHTFICI a7 —1LfE £7
= F L LT 1A 1,000mg i% 1,500mg % 1 B 2 [\] 24 BRI 5 Uiz & & O S E 8 5
Bt L7 —EE RGBT AMETHE SHER] 125 FlORMFRIZLL T O LB THh o727,

SRRSO R IR JEBIEL (%)

I EE R SPEEA SIS DREBIEL (%) SN
1,000mg 22 (34.9) 63
1,500mg 17 (27.4) 62

AfER ERIE (%)

1 [ 55 EHIE (%)
1,000mg 63 (100)
1,500mg 61 (98.4)

V.

1BRICB T DA

14



B AR AEFIE (%)

IREIES Sy EEEE (%)
1,000mg 62 (98.4)
1,500mg 58 (93.5)

EREERAER (MR

/N REAERE 25 1 (2~17 1%) (2% LT, hofEimmFl s ot FCcia v =/ —Lig €7
=F /L LT 1A 300~600mg/m* %2 1 H 2 [EFRE O Uiz & & OO 23 2 Bt U7z g
IRKBRIZEB W T, B 6 » H OEMISHBLRIL 24.0% (6/25 ) . BBAEE 1| FOEFE
R OVEEBERITNTE 100.0% (25/25 ) Tho7-19

RIVER X 25 Bl 16 511 (64.0%) 12 30 B L, EARBEWEMIX, YA b A A1 AV AMSE 9 .
YA MATaTANAEG A, TRISHFEETH-72 17,

(DFBHEIC B 1T HIEHER IS D HNH)D

BN E MAAEAER

DRBHEG B 518 il A kI & L “EHEERIIRRICB N T, 7 rAKRY Y EOATr A M
TCTIavxz/)—fE T7=F/ (MMF;1[8] 1,500mg % 1 H 2 B A& E) HHWETFF4
7'V (AZA ; 1.5~3.0mg/kg/ H DEOEE) G LIz OFMMEICET IEIXLUL TO LB
D CThotW VEAT—%) .

BHMEIZEE T 5 Rl
. MMF #f AZABE
AHAE H n=289 n=289
BT 6 » HRICEIT 2.0 M TE RIS A - 7
IR S DB BT R EBE A ST (%) 92 (31.8) 100 (34.6)
B 1 ELNICE T UIFEBHE L7201 (%) 18 (6.2) 33 (11.4)

(FBHEIZH 1T DM RSO

MBSV E AR ER

R s B 565 Bl xfg & L —EERILEGEREBRICBW T, 7 AR VU EORAT e A FHFA
FTCTIavxz /= E7=F/L (MMF;1[E1,500mg % 1 A 2[ERRAOFKE) HE2WNETFF4
7YY (AZA 5 1.0~2.0mg/kg/ H DN G) ZHE L2 2 OAMHEICETIAEIIUTO LB
D Tho? WEAT—%) ,

AZNPE B 2 Rl

. MMF #¥ AZABE
AFAEH n=278 n=287
Bhitg 6 » ARBICAERICE ViR I, IBEEZIT7-
IR S DB B A EBE A A1) (%) 106 (38.1) 137 (47.7)
Bt 1 FELAPIZAE T XIS HBME L7263 (%) 39 (14.0) 42 (14.6)

(FHFSHEI & 1T D IEHE RIS D )
B AR
AR E 2361 D HEHESUR OB R BB D STV L P~ BREAT—4)

(BERBHEIZ & 1T DRI DHNH])
B AR
PER A (BER IR REAE) JBE 2B 10 DM RE OMBIRNRABD STV S 9 GHEAT — ),

V. {BEICEET 5IAE 15



2) RETEER
LR L

(5) BE - IR
LR L

(6) AEEIEH
1) ERRERE (—REARERE. FEERRERAE. FRRBLERRAE) . HERTRT 4~
—RAE. RERTRERABROAE
FEERR L

2) FREMHE LTEBFIEONERERE L HE - HROBE
LB L

(N Tot
LB L

V. {BEICEET 5IAE 16



VI. ENEEICEHTHEEB

1. EEPMNICEESH HILEYMRITILEYEE
THFATFI . IV, YIaARY >, 27U LAKNY
HE : BEOH 2 (LE M ONRE ST RE L, ORI ELZZRT L2 L,

2. FEB{ERA

(1) YEFRERML - 1ER%F
Ravx /) ET = FUE, AR TEHSODIS MPA KR Z 405, MPA X, de novo %,
salvage 2 2 DDV SAEGHRRIE O, de novo R DHERMERTHLA ) VB ARAT =4 M
IKFEREHE & REEA R, PSR RIGIZBET 5 Z L1k 0, GTP, T4 % ¥ GTP &4k X &, DNA
BREMHIT S 20 0 0 T, B U BRI Gk 2 £ & LT de novo RITIRTFT D DIZHRT LT,
G A LIS O de novo, salvage M RITAKLE L TV 202 MPA [T salvage REEEICITEE L 72
W28 FEREIIZ Y o BRI 0O HE 5 A SRS B L BREs AL S RIE T D RSSO TR AR 4
iR H W0

(2) EhEEMFIT SRR
1) REEEER
Din vitro XE&
b U U NERCRHIBERDOHETE, ~ A FY = VR Lo RRAEIM Y o RER L OV B U 2 ER D HE
FESPHUAPEA ., W E NY U SERDIRS Y VBRI S Z A L= 202 .30 —F b K
RRMEZEAMAE, RS PN R A O BB X T o 72 27

@in vivo HE&R
~ U AMIREEM: T U 2 EROFEIG], BE~ T AKROT v NEEOGUAREASS], R T >
k ooifnH HARPUABEAEREIR T, BE~ 7 2 U 3, Mo DNA SR ORI 2R Uiz 20 %)

2) BHEREINGI/ER
) O [RIFE AR R Z 35\ C L I THE R ROG D UE 25D 7= (4 X Bk, 7 > MUl /M) o
F o, ARG ZBE L, Bhles o4 - AR A2 IER S, Al E o RS2 XY
R IMHIER 28R L7z (F B - BT, 7 > MO - /NG, ~ o AR 0 Y, &6, T
v MIRERET LV COREIRBINRS ., PIEHEH - L2 H Lz 2,

(3) YEFARIFRER - HFimER
MM ERe L

VI. SRZhERE B 2 E B 17



VI. EYSHEICEEY HEE

1.

I AR E D H#EF
(1) BRLAMGMmMApPRE

LR L

(2) ERARFER CHER SN =MFRE

1) BBIEESE

HEMEFICI 27 x )/ — i BT =T L L7C 1 500~2,000mg ™ & 1 H 2 BIRER RS L
foE G 3B AT D MPA ORI R ORI (T A — 2 ZLFO L5 ThH Y,
AUC IR BIE TR BT - 10,

FAER DS 3BT 5 MPA OIYENRE/ T A — X

RSN 4 AUCq 14 Crax Chin
(mg) (u g« hr/mlL) (ug/mL) (pg/mL)
500 (n=9) 18.4+3.16 4.74+2.4 0.56%+0.23
1,000 (n=5) 48.8+16.4 12.6%+5.2 1.95%0.99
1,500 (n=5) 57.8+£21.3 11.8+£2.7 1.99+£2.01
2,000 (n=4) E1) 80.6116.7 19.3%5.2 2.61+0.91

SEHEESD, n; SEFIEK
1) ARFNOBBHEIC I 1) 2 AFRE AR &EIZ 18 1,500mg 2 1 H 2 [[] 12 BfEIca%Rko&ksTh 5,

2) BEEERKA
BERANLR2FICI a7 ) — A 7 xF/LE LTL1,000mg 2 HERROZKE LT- L X o MPA
DIYFNHE/RT A —Z T T D EBY THo12Y GEAT—Z) ,

Thax Crax tise AUC o
(hr) (ug/mL) (hr) (p g+ hr/mL)
MPA 0.726+£0.443 24.0£11.9 15.8£8.40 57.9+16.4
EEJE£SD

3) AYEFEHRIFHHER

AT =)V E T = F N AT 250mg [VTRS| LAt b H 7R 250 %227 1 A4 —
—HEICkvEREN L BTN (SaT7= )=l F7xF/LE LT 250mg) R AE FICHR
IPHLEIRE A4 G- L CilE s < 27 = — g GEMEREY) REZWE L. 55N 3RWEiE T A
— 4% (AUC, C,u) (22T 90%1EHE XA THEGHIRNT 247 > 7265 H. log (0.80) ~log (1.25) O
FNTH Y, W OEDFERREER R Sz 9,

VIL S Ehe I B4 5 E 18



HhIar e — ik GEEREY) ORMBEIRE T A —X
PIENRT A —H BENRTG A —H

AUCO%EE Cmax AUCO@ Tmax T1/2 MRTO*/IB Kel

(nghr/ml) | (wg/mL) | (ugh/ml) | (hr) (hr) (hr) (1/hr)

Savx ) —)IVBET 2F L 15.20 8.87 16.48 0.63 13.93 10.37 0.055
B 7 n250mg [VTRS | +2.81 +2.70 +3.25 +0.35 | £5.02 | +1.89 | +0.018

BT kT 250 15.25 9.66 16.45 0.73 13.73 10.85 0.059
/ / +9.23 +3.47 4955 | 051 | £557 | 4167 | 40.023

MEH I =27 =7 —n g (EEREY) OREHR

14

12

10

M4 3 27 = 2 — VBRI (ug/mL)
[o'e]

—@— I37x/)—)VEEET 2 F)IVH TEN250mg [VTRS)
--O- v T b T EIV250

TIfifi + FEAEAR 2. n=26
== ‘ j Q=040
6 8 10 12 24 36 48

e (
SR FEI NS szcméwﬂif ik, #EERE OBER, KR OSBRI -

iofﬂﬁéT EVED D

(3)
LR L

(4) BE - fRAEOZE
1) BEOFE
REERR L

2) BtRECEE

VI 7. FHAEAMEM) OHZH

2. EMNEERM/NT A—4
(1) fRAE
MU ER L

(2) DRUEE E K
MERe L

(3) HEXREEH
0.055+0.018 (/hr)

CPEIME = AEAER 22, n=26)

I ] S D Rl BR 2R A

VIL Y Ehe I B4 5 E F
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@ HUTIUR
BM TR L

(5) BB
KPR L

6) Tt
LB L

3. BER (KEal—3>) @i
(1) BRAT A%
LR L

(2) 185 A —4 EHER
LB L

4. IR
FRRTEIR
UWC-2a7x=/—/lE E7=F/ bmg/kg AL LT-HET v M DFEH% 1 B E Tlzdmt S
T IR BIORET »~ MO E Uiz & 2 A IRz Phit S 7o e OR) 85% 23 FERIL S A7z +7

5. S
(1) % — B B8 P @ @ 14
MERR L

(2) MiK—BAEREEPTEBIE
BB L

(3) Eit~mBiTiE
UC-xa7=/— Nk E7=F)Vobmg/kg AT v MIHEREAOZEG Lz 2 A, 5tk 24 B
F TORLHHEIAED AUC (ZMBEPHEIFED AUC D 19% Th o7z, Fio, I PITIEREMEITR
D 5T ERBEDIL MPA L TXMPAG Th-72 , [ VL 6. (6) #HhH DIESMK]

4) BBRA~OBITHE
LB L

(5) ZOMDEHADBT
KPR L

(6) MIFFEAKAE
MPA O AR AREAFIEX, 0.3~200 1z g/mL ORFEHPH TIE 97~98% TH V. £ D H B 96% 23 MIF
TIT I ~DFEETh o7 (nvitro) ¥ GEANT—Z) .

VIL S Ehe I B4 5 E 20



6. ¥
(1) KBS R CHHBHEER
Rav= )V ET = TV GHERHICE D OTEILE R, R, ML T MPA & JETE PRI
Pk Rex v oI e 7 4 Uy (HEM) KRS D O

(2) RHIEET HBEE (CYP%) OHTHE, HEE
AR L

(3) DEBEBHEOERRVLOHE
LR L

4) RBPOFEOERRUELL, FAELE
LB L

7. HEit
BEERLA
MPA H3 DRI OV T, BEEERA 4 Bl "C-R a7 =/ —/Lfig €7 =F /L% 1,000mg E[AlF%
Afeh Uiz & & Beh4% 72 T E TSR 90% 3R HIZ, K 5% 3P ICHRit &z, 2@ 9 BIRHHE
MWDK 95% 1T MPA D 7 v 7 1 AR (MPAG) ToH -7-, HEM HSRDORH#MIL, 514 24 I
M E TITH 92.1% 25 RHPICHEIES L, ERE & LTt HEM ORRLIIGAER 1 VR %2 A F 0%
NTZH V2 Thotz W (AEAT—Z)

8. FIVARKR—E—IZHHT B1EH
MERe L

9. BRFICKBBREER
BEHEEETREE TOEYHE
fREEERR N, BRI TEE L OSEHTEFTICI a7/ — A 7 cF /L LT 1,000mg % HEIFE D
BehH L= & & oMER MPA ORWEIE T A —Z I TFDO LB THo P (HEAT—%),[IV.
4. MEXOCHEICEET LEE] . VL 6. (1) &0HE - BFEESOH 5E8E ) KO VL 6. (2)
BHgREREERE ] OES K]

GFR Tona Cona AUC g6
(mL/min/1.73m?) (hr) (pg/mL) (ug e« hr/mL)
>80 (n=6) 0.8+0.3 25.3%8.0 45.0%22.6
50-80 (n=6) 0.8+0.3 26.0+3.8 59.9+12.9
25-49 (n=6) 0.8+0.3 19.0+13.2 52.9+25.5
<25 (n=6) 1.0+£0.4 16.3+10.8 78.6+46.4
BTG (n=6) 0.8+0.3 16.1+7.3 76.9+25.4
B 5%%EH (n=6) 2.3+3.8 7.1£2.8 60.5+38.1

TEHMEESD, n ; JEFIEK

VIL S Ehe I B4 5 E 21



10. BEDERZHTHEE
(1) MNREBEBEREFE TOERYERE
INEBBRERE Q~1TH) a7 =/ —/Lg

E7x=FLE LTI [E 300~600mg/m* % 1 H 2 [A]

AER ARG LRFO G- 3 » A B2 2 EF O MPA O3EMENEE/XT A —X X, LLTO LY T
Hol-, ok, BRBREWE (12 v A) 1281 5 # 5 81F 655.0mg/m*/ H ThHh-7- %

KERO¥E 3 5 A BIZEBIT 5 MPA OIYEHRE X T A — X

A hn i . Craax AUCq 191
(f511%%) (hr) (1 g/mL) (1 g-hr/mL)

<6 % (3) 0.5+0.0 11.5+7.8 -

6 m~<12 % (5) 0.5+0.2 25.3+10.4 -

12 g~ (7) 1.0+0.6 19.1£8.0 -
B (15) - 20.9+10.2 46.7419.0

(2) BiEEETEE TOEYEIRE
VI.L 9. BIFEICLDRER) OESH

(3) DIBIEEE THEMENLE
DBEBEICI a7 ) —)LiE F7x2F /L LT 1,600mg 2 1 A 2 EREROEE Lo mifEd
MPA OIRPENHE T A —Z I TDO LBV Tho72 GREATFT—Z) .

(,EIJ ﬁﬁ#,ﬁ;ﬁ Thax Cnax AUCq 19
(hr) (pg/mL) (pg+hr/mL)
N2 2.02+1.83 11.6+7.45 36.7+11.9
1HH (n=17) (n=17) (n=16)
N2 1.58+0.998 13.3+7.80 TR
5HH (n=10) (n=10)
TN 2K 1.77+1.32 11.5+6.76 43.3+20.8
JBBERT H (n=11) (n=11) (n=9)
TN 2K 1.120.655 19.8+9.27 53.97£20.0
6 % H (n=52) (n=54) (n=53)

TEMEESD, n ; JEFIEK

(4) FFiBtERE COEMERE
B REICI a7 ) —fE £E7=F/LE LT 1A 1,000mgl H 2E7 HREOEIREEY 9] %

. Xavx /) — LB
DIEYBNE T A= L ZUTOEBY Thot ™

7 =2F e LT L,500mg &2 1 H 2 FIEEROERS Lo ffEd MPA
ANEANT—H)

T C... AUC,.-
T E R N e oo
(hr) (ug/mL) (u g+hr/mL)
5H
RIS 1.1320.430 13.2+6.64 31.0%£14.3
(n=21)
LBk
?&,\, bRks 1.072=0.600 29.3+17.2 60.6118.4
6 # A% (n=14)

TEME+SD, n ; JEFIEK
) AFIOHFBRICI T A ARERHEEIZ 1A 1,500mg 2 1 A 28] 12 BEHEICEBZROKRE5TH S,

1. £ 0t
KPR L
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VI. ®£% (EFRLOEESF) YT SHEE

3

HERRETNDER

BRERBATICIEIRREZT. BETHILEHREL-LTHREEMBT S L, £z, &F
BERIN SRS HIEE 6 BARIL. EETTIRELGHITZOERZHESEDI L L E(T. M2,
HRBEZTSREICEY ., IHRLTWVAW 2 EHMICHERET S 2L, [94, 95 SH]
([ HE R U & MM RR S 4E)
12 AEIDHRE I RENFHFRERUBEEEDEEICEBL TLWSEMXIIZTDIRENEH ETITI &
L—TRE%)
1.3 REIDBEIIIN—TRABRDABEICHIFEEL TLWIEMDBL ETITSZ &,
(EEMEERAEICH S BE MRS

1.4 XEDREE, BERFITTIHISTEIERBRICEVT, FFITODVWTO+HLEHE ST
SRREICH S EEMMARBOBRICT A LAE - BREL OEMOILETITS 2 &,

N
L

SRR EEDER

2. #3

BB (ROBEIZIFEE LA &)

2.1 AFIO s IZxt LisiuE OBEEIE O & 5 BH

2.2 s SUTHER L T2 ATREE D & 5 4otk [9.5 2]
23 ARFFEHIIET 7 F o2 L2 L [10.1 2]

3. MEXIHRICEEST HIELETDER
r

V. 2. BESUIBRICEET 1ER) 22T L

4. RZERUVAZICEEYT HIELTDER
V. 4. EROHEICEET 2ER] 22T L

VI Z24tE (A EodkE%) (B3 55EAE 23



5. ERLGEFRMIE L X DER

8. EELEXRMIE

(ZheEHE)

8.1 fthdfeEMHIAl & OFH T 25 A 121, WA ORBEIHNC L 0 Y (B 0 RUSYE CHE T2 Btk
FEE (PML) ) ICRT BEZMEO BH B O E R OO IS (R M3ELT
LAREMEN B D DT, toEETH L, [11.1.1-11.1.3, 11.1.5 &#]

8.2 AAIDOMAICEE L Tk, BEUIZTNICRDY 9 DY) 72H T, IROEZRFHIZOWT XL L
LB S /7%, T2 Z L,

8.2.1 JRYLAEAR, FHI G Hiin ST % OB BEIHIER .. IT TR O LEER 2 & & b
A, EBICHEYEICHET S 2, [1L1L1-11.1.4, 11.1.7 &2 #]

8.2.2 KGR DIERIEARET D720, MEFEOLKFLHBET LONRDOEN 27 ) — O HIC
L0, BRESUVEBRORKNZ#T S Z &, [11.1.56 ]

8.3 HIEDIHFERBAEDRIERNEZ 22 E8HDHOT, HENZEHKEREZITY oL, BHEOIRIE
BT 5 b, [11.1.4 B3]

84 AKX, 4 /v E)HRAT oA MKFERESHE (IMPDH) HEAICTH L7720, e RXH o F -7
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S TRBAT (Bt R 7RIl 1 1999.9.22 KR, HEEE R B 2-4-4)

BRI 2 yEhRe (L) (Bvv 7 b7 Rr 0 1999.9.22 KR, HEEEEMEE~. 3-3)
REBHRE (BB b A 7B 1999.9.22 7&K, HEEEEMTEE~.2-3-1)

R# L O (Bt~ N7 EL 0 1999.9.22 7K38., FAEEE BRI~ .3-2)

SRE—BIED © B AVNE B EE - MERS. 2011 ;5 24 @ 36-46

Johnson HJ,et al. : Clin Pharmacol Ther. 1998 ; 63 : 512-518 (PMID : 9630824)

DB BT 53 pEhRe (Mgsh) (vt~ b7 &L 1 2003.1.31 74&GR, HEEEEMEELA~.1-1)
s hE a2 B 1) 2 3 EhRe (Esl) (Bt~ b 7 &L 1 2003.1.31 KGR, HESEEHEEA~.1-2)
Hoeltzenbein M,et al. : Am ] Med Genet Part A. 2012 ; 158A : 588-596 (PMID : 22319001)

Coscia LA, et al. : Clin Transpl. 2009 : 103-122 (PMID : 20524279)
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X, {§&

1. BF - IREEICHR L TR Z1T 5 ICH-> TOSEER

AEOHFRIZET 2R - AHIZIIEKRZZ T TORWEICET 2 ERAE EN b, HBRITE
ERHNL L TCOROVNRLEEINTEY, HLETHRBIN TV IR AFIETH LN RE
FHELLTIRARLTWS, EFEEEEDEKEHZMT2 ETOZBIERTHY . I LEDH
BaERTHOTIEAR,

(BRI  TEERR A ESRA O IRFEE RIRIHEENCBE T2 T4 R 74 VICBT 25 Q&A IT20 T
(2D 3) | BFIEHE9 H 6 BATEATTEEEIE - ATEHARERIEE - R R AR5 )

AANDOW A 7 Ak O EPEN QN 5 i ERER (BB N s R BR) OG22 LI I
R,

B, KENEBAS T2 H DI SERE L ORI, AR SNHE oL TR < WIERE
OB G, B L L TIHERE L TR0,

A i T 7V 3 DN S L T ORGAIZHOWTIE, B ERE Y E OHE LB L viTH) 2 L,

(1) ¥
AT BEOREERER
(B 1]
TRAFSAE - DIRE 1: 60°C (L - )
QIR 2 1 40C GESLHR - %)
QWFE : 30°C/75%RH (e v — 1 « B
@ : 20001x (FARBSS&E: 134 5 Ix+hr; v — L - BIf)
BIE R« BAMARE, 2 R RO 4 0 E%
WEIEE 4Bl &
AREREEL : AMEL 3 [B], B A 3 [E

[FREBRARE R ]
ORIzt B z2EtEiR (1) [60°C]
T B A
N P E‘
e H T 2 W] LR
4] EREXDY AP N EREXDY 5PN EREXDY AP N
e (%) 101.3 100.6 99.1
FRfAFE (%) ] [100.0] [99.3] [97.8]
ORIkt Bz (2)  [40°C]
T B A
N P E‘
e A A 2 P
a8 EREXDY AP N EREXRY 5PN EREXDY AP N
e (%) 101.3 101.2 101.0
B (%) ] [100.0] [99.9] [99.7]
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QUL %4 5 22 tEiBR [30°C/75%RH]

T A
N P E‘
e H A 2 P
a8 EREXDY AP N EREXRY 5PN EREXDY AP N
e (%) 101.3 101.2 100.4
R (%) ] [100.0] [99.9] [99.1]
@iz xt3 222 EMERER [20001x]
T 7 FRF
N — E‘
e H A 2 T
I HEDOHR HEDHR AEDHR
e (%) 101.3 101.0 100.2
[FRfFE (%) ] [100.0] [99.7] [98.9]

(2) HitR - BAMRURBRERSEF1—J0EBMN
(BB ] TSRS RGN R7 w785 2 i) 25980 (o HE 1T 92,
O HA B R

LT L BTN E T —TIVAT 4 AP —IZ AN, ZHUZ 55C OIS 20mL 2 W ED |

T AN DRI EE L, I XI5 pEMET 5, 5 0%, T4 AR —Z2F T EDA
FET 15 BIEERER L, THAEE - 1) 2881 5,
5314 \CHEE - IRIB L7\ b O FIZ 5 oM HGE L, AEROBEERTTS, 2T THAlE - il L7
WH DL, ZOHFEICLARBFRN A P IET 5,
Wk U738 ANE, R RTRE 2R BEAIL, > — b (PTP, SP) @ ENSIETEEINIWTa—T7 ¢ > J ks
B0, BRERRES D TR AANERERE L ChH T —T VT 4 AR —IC AN, LT, bR & [ARE
IZHAEZAT D,

@i R

T A ARY—NT, RERERR CEONERENAREREREN T —T VOFEANERE VK 2
~3mL/ B OEETIHEAT D, BT —TMIRy R EOBEEZEEL T, KANFHFEAmRND 2/3 2K
235, s (54 A —EAS) 1X30cm OFE Sty N5, BREREDN T —T NAOY A XX
[5Fr, 8Fr] ZMW5, 72720, B LA 72HEAIE LD KW 7T —T v AWVWTRBEEZIT I,
ANEANE, WEOK (8 10mL) THRET D & &, EAORELHERT 5,

[ERBRAS R
i 5 ik a AR
Pkt K(#) 55°C) filgE—K
eI S
s | 105 | s | 0 | 87
N :107 =) —)VIBET =TV O -
57 250mg [VTRS

O FREEUTIRE L7

2. ZOMOBEEER
HBEMTEM : Ia72 /) —ABET7=2F A H 2L IVTRS | ZRASNBEMEOBRE X A~
(I'T. 4. WIEEFICBL TR & RO X, 5. B AT EM | OIESR)
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