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AR P2 5-35 H 2 BT 2 MPADSEYEIRE/ ST A — %

Pl AUCo-12n Crax Cin
(mg) (ug - hr/mL) (ug/mL) (ug/mL)
500 (n=9) 184+3.16 47+24 0.56=0.23
1,000 (n=5) 488 +164 126+52 1.95+£0.99
1500 (n=5) 578+21.3 118+27 199+201
2,000 (n=4) #*V 80.6*16.7 193+52 261091

SFME+SD. n o SEBIEL
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Tinax Crmax t12 AUCo-e
(hr) (ug/mL) (hr) (ug - hr/mL)
MPA | 0.726£0.443 240+119 158840 579+164
P +SD
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W T90 % 15 FRLIK B B 1S CREEHIBAT 2 47 o 7285 8, log (0.80) ~
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—~ ——3I17 /) —)VEEET = F )V 7L 250mg [NIG |
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=
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&
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=
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0 S ——— r—

0 2 4 6 8 10 12 14 46 48
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HWERE ST X — 5

ERESE Y AUCo4s Cmax | Tmax | Tz
(mg) |(ng-hr/mL)| (ng/mL) | (hr) (hr)
3372/ -VEBEETFN
774 250mg [NIG 250 | 15948 3838|9492+ 3710| 0.8+0.5 [195£178
BT RATEL | o5 | 162303324 | 977923319 0704 | 179£ 115
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UC.3a7x/—)VEE E7xF)\V5mg/kg® &5 L7k
Ty MBS RN F CICHE S 2R AR oS v b
OG- Lz e 2 A Iz HE S 72 U RE D #985 % 75 Bl
sz,
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16.3.1 EBHEAE
MPA D MBI A71Z. 0.3~200 1 g/mL DR #iPH T 1297~
98%TH D, D) BLHRICUDIIET VT I U ~NDIEETH -
729 (in vitro) WAEIANT—%),

16.4 X
a7/ Vg BT 2 F VG HERL I OHLERS
B, BB, M CMPA L IEEHER# Y e Foxs nFLvENL
7+ 1) (HEM) ZhKsM RS n10,
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16.5.1 EEHRA
MPAH DRI IZ DOV TIE, EHERALBIIZUC- 3 a7 2 ) —
VEE €7 = F )% 1,000mgH AFR OG- Lz & &, H 557720
[ TI2HR0% AR, FI5% A EFICHE SNz 2D b
FREHEI ©96.3% 1MPA® 7 v 7 b ygfaéfk (MPAG) T
& o720 HEMHROMRHIL, $55-12240 1 F TI2H92.1% A5 IR
A S AL, FEARB & L CIZHEM O BBAL RS E 4 71 v K
FUAFVELT +) X THo/2V BHEAT—%),

16.5.2 FLit#81T
UC-3a7x/— )Vl 7 xF)V6mg/kgZiZF. T v MHIA
BOFEG-Lo ke 2 A, HE5#24EM E TOAIT TS EDOAUC
W IMAE R BE D AUCD19% TH o 720 F 72, FithIzidRZE
;Emi R 5T FACHPIEMPA K 'MPAGTH » 7212, [9.6
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L C1[E300~600mg/m2% 1 H 2\ IKAEZ#E 1% 5 L - 0% 534
A EIZBI A MEEHOMPADSEYBHRE/ T A -5 13, DTOL
B Thol, B, AEralim (127 H) 2B 5k 5=
13655.0mg/m2/H Td - 7219,

A2 5:3% H B2 515 2 MPAQSEWBERE S5 A — &

AR P Trmax Crnax AUCo12n
(B0 (hr) (ug/mL) (ug - hr/mL)
<6i% (3) 05+00 11578 -
61 ~<12i% (5) 05+02 253+104 -
121%~ (7) 1.0+06 19180 -
&#F (15) 209+10.2 46.7+19.0

16.6.2 BRAEEETERETOEYIE
BN, BB TEEROCENEFICI a7 ) — VIR €
7 x )b L T1,000mg % Hilal#E 15 L 72 & & ol MPAD
HYBRE T XA =2 IZLUTOEBY) Tho72W FHEAT—%),
(71, 912, 921 ZM]

GFR Thnax Crnax AUCo.96h
(mL/min/1.73m?2) (hr) (ug/mL) (ug - hr/mL)

>80 (n=6) 08+0.3 253+80 45.0+226
50-80 (n=6) 08+0.3 260+38 599+129
25-49 (n=6) 08+0.3 190+132 529+255
<25 (n=7) 1.0+£04 16.3+10.8 786+464
FENHESS (n=6) 08+0.3 16.1+73 769+254
PG 5EN (n=6) 23+38 7128 60.5+38.1

SEIME£SD. n; FEBIEL
16.6.3 DBHEERE TOEYENE
LBHEHICI a7 ) — ViR 770V ELTL500mg%1H
200 KAERE O 5 L 72 B o 1A P MPA O SR BIE /8 5 A — & 13 DL
TOEBYTHo7215 FHEATF—2%),

8 Tnax Crmax AUCo12n
B
R (hr) (ug/mL) (ug - hr/mL)
LA 202+183 11.6+745 367119
1HH (n=17) (n=17) (n=16)
N2 1.58+0.998 13.3+7.80 RSV
5HH (n=10) (n=10) ity
LA 177+1.32 115+6.76 433+20.8
BEERTH (n=11) (n=11) (n=9)
LA 1.12+0.655 19.8+927 539+20.0
67 1 (n=52) (n=54) (n=53)

FIE£SD. n : IEBIE
16.6.4 FEMEEREE TOEYENE
MRS ICI a7/ — Vi E£7xF V&L TLEL000mg 1
H2b i &8ml (4H M) OFIRE S (25 &, I3 7=
J =)V E7xFIVELTL500mg% 1 H 2R SAER RS- L7
B M4 P MPADSEYBIRENT A —F 12 TDOEB) TH-
7210 (SAEANT— %),

Sl e Tmax Crnax AUCo12n
By Lﬁ:
52 (hr) (ug/mL) (ug - hr/mL)
L
2 Mix% H 1.13£0.430 132+6.64 31.0+14.3
(n=21)
ERacaiGY )
67 H i (n=14) 1.07 =0.600 203+172 60.6 184

FIgME=SD, n o ERIEL
2) AHIORFRANZ 50T 2 36 SOG O 1259 2 KGR 13 11500~
1.500mg % 1 H 211 2/ 4 2 B IAR L 145 5- T B o

17. ERPREIE )

171 BMROCLRL2M(ICET 5 5%

(BFeHER DA MR RIC DR

17.1.1 ERNE I HEEER
ERAE 2 O MR MHEA SUSBEALGNC A LT, 3 a7 2/ — VR

E7x2F ) E LTLEL500mg% 1 H 212 R 15 L7z &

DR & M5 L 72 E N ERPR BRI B\ C L A R PERHIR S
BI26BI DA E LT O L B Y THh - 7217,

HEAPES A BB RS 2 TERE R IR (%)

E | B % RRHR FLY)| At
12 (462) 6 (231) 3 (115) 5 (19.2) 9%
18 (69.2) 8 (308)
JEAE SO SEE ERE (%)
5L HHED
22 (84.6) 4 (154)
AR A= RERIE (%)
- PRRBBEAHE
23 (885) 3 (115)

17.1.2 @58 1/ 1HHEER
R OMEATHEMSUSBETTENCH LT, 3 a7/ — )V
E7 2 F )V E LTLAL500mg % 1 H2M8HERIRE 1% G- L2 & &
DB R F WG L7k E oS T/ THBERABEEEZ b & 12,
¥EHOME 7 L 7 F = »MEA35.0mg/dLEA_E#E & 5.0mg/dL A&
BEO2BECRPIENT L 2R, B2eBEMAREIUToEBY T
Ho721® HHEAT—%),

PG FIGHILTE 7 L7 F = S E X B IEER SEBIE (%)

=50mg/dL <5.0mg/dL F

T

7/13 (538) 45/64 (70.3) 52/77 (67.5)

(BRHEIC BT BIERREOIHE])

17.1.3 EANELIHEFRR RA)
BRBEZEOBEELHMF LT, Y7 O0AR) Y RPATOA K
BHATICIa 7/ — VB E7=xFL & LCTLHL000mgXiE
1,500mg# 1 H 22438 #1085 5- L 72 & & o3EH SO zh &£ %
Weat L7 EEMRILEERER I BV AR YRR S 125010
DORFEIILLTFDOEB Y TH - 7219,

AYHER G OFBIR  JEBIL (%)

1A% 5 SWVEEASOS O FEHBIE (%) G-
1,000mg 22 (34.9) 63
1,500mg 17 (274) 62




AR ERE (%)
1% 5 HEAEBIEL (%)
1,000mg 63 (100)
1,500mg 61 (984)
AR AR ERIEL (%)
1A% 54 A (%)
1,000mg 62 (984)
1,500mg 58 (935)

17.1.4 ENERFRHRER (NME)
INEE R F 250 (2~175%) 1Zxh L. Ao Sz spilE & o
PERTFCIa 72/ — UV E7xF0E L TLH300~600mg/
m2% 1 H 2B %5 L 72 & & ORHE SOSEIRI#) 9 % et L 7266
REERIZ BT, BRME6 T H O SUSFEBIE1324.0% (6/25
Bl) ., R EOEFER R EARIIVTNH1000% (25/25
Bl) TdH-o719,
BIVE R 2256 1661 (64.0%) (230ME5F L. EAaRIEHIE. ¥
A N ATT T ANVAMIEIE, A b ATy A )y REGeafy:,
W3 TH - 72,

(UIBHEIC T BB RS O )

17.1.5 @51 MRS
LR R EST8F 2 5 G & L I ERILEREIC BT, ¥
JUARY) Y ROATEA FHERHTFCTCIa7= /) — Vg €7 x
Fv (MMF ; 1[H1500mg#% 1 H2EEEOH#YS) H 2507 F 7+
7)) v (AZA ; 15~30mg/kg/HORRO%E) #%5 Lz &
@)ﬁiﬂ]‘l&b:ﬁ%?%&%ﬁliﬂ?@ LB TH o720 SEANT—
y o

BRI 5 B

- MMFE | AZARE
R H n=289 | n=289
BAlitc6 7 AN B 2.OIMATEIRE B 2 o 72
iﬁ?ﬁ;ﬁﬁﬁf\@%{éﬁmﬁ (B Ix B> &) | 92 (31.8) | 100 (34.6)
%
AR 1AE DIPIIZ B ST TR A L 7205 (%) 18 (6.2) | 33 (114)

(FFR6H8 (- B T BB RS OIF)

17.1.6 #5158 MAHEER
TR hE e BE5650 23t S & L “EERILERABRIC BT, ¥
JUAR) Y ROCATOAL ST CIa 7o/ —VEE £7 =
F)V (MMF : 1[1,500mg#% 1 H 2108 5-) H 5 WIE 7T 4
) v (AZA ; 1.0~20mg/kg/ H OfEIH%5E) &35 L2 &
@;ﬁiﬁj‘l‘ib:%@‘f%ﬁi%ﬁbiﬂ?@ LB THo7220 HEANT—
y o

HREC BT B B

MMFEE | AZARE
P li% H n=278 | n=287
BHR6 7 HICAERICL WER SN, BEY %
U 7R SO O FEBB B (BEC L FER AL Z & | 106 (38.1) | 137 (47.7)
) (%)
N1 DI B T T FRAE L 7205 (%) 39 (140) | 42 (146)

(FHFEHEIC 1T BB RE O HHE])

17.1.7 BSBAE
i RS LR 12 350 ) B A SUS O FIHI IR ATIED 5T 522 24
FHEAT—% ),

(IERHEIC T B IEME RS DI

17.1.8 B BE
Rt (PEBFFBERSAE) H 12 BT B3 SUC O BIFIR) A 380
LTSS 32 (HEAT—%),

18. FEHFIP

18.1 1EA#F
3a7x/ =V ET7 =TIV, ERNTER 2 ICMPAICI
KRS S, MPAIX. de novo . salvageR22oD 7)) v
BB ON, de novo EEEDHEMELTHLA /> v E /KA
7 oA MRKFERER AN, W DR RICHES S 2
LI2X Y, GTP. 74 % VGTP% A4 & ¥, DNAA I % )4
%3 30, T, BY Y/ SERI 3R % F & L CTde novo I
KAFET D23 LT RZERDAOMIBLIE de novo . salvagel
SRUARAE L T 539 3D, MPA dsalvage AFEZR IZIZHE L 2\ /2
O, FERINT) > BRATE O B A SR EH L. ISR
\ZFET H AU DT A & % F5E 5 533 34

18.2 EZEE/EA

18.2.1 in vitro &
e b Y SERGRMIER O, ~ A Y o VR L - e NSRRI
) USER L ORUEB Y v BRI hUA R, SETNICe b &
INERDA Y ¥ 7 SERBUS % BRI L 7230 38 39— v b
FRMESERING MBI B2 MR 0 BT AL IR FE T db o 7230,

18.2.2 in vivo &8k
~ 7 AR EET ) v S EROFEIH], BE~ 7 ARTT v b
W N o> LA i AR 3D B T o b o dfn R AR BLAAR E A RE A
T\) F.%VF:?'? A 3, PO DNA A B O S A & 7R L
f:3 39) 41 °

18.3 ¥ EINHI{ER
B o AR B\ Ty BT AR S Ot E % 7RO

7o (4 REHE Ty MO - N o F 7z SPEEREUS & B
L. Bl o4 - AFEWEZTEE S, b5 & ot ks
&0 SRR 2 R U2 (f R - PBE. S b oL -
N < ABENE) 2 49, X512, Iy MREEETIVTOE
RBIAR S, PUIBERESH - IS % 3] L 7250

19. B2 CBET IE{LERIFR
— AR a7 — Uik ET7 TN
(Mycophenolate Mofetil)
fb&4 : 2-Morpholinyl(£ )-6-(1,3-dihydro-4-hydroxy-6-methoxy-
7-methyl-3-oxoisobenzofuran-5-yl)-4-methyl-4-hexenoate
43 F3 0 CasHaiNO7
g 43349
% IR A~ EAGOFREOR K TH L,
Al 5T 0 94~98T
bR E R

o OH
0
5 “ \/\N/\

OMe

20. BURWV EDEE
WS E BT TIRIFS A2 &

21. A& M
M) A 7 SR % SEE 0 L

22. Ak
100% 74V [10% 7+ (PTP) x10]
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