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CELLCEPTJ Capsules
(:ELLCEPTO Powder for Oral Suspension
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1.1 FFNIE MCHVWTEFEEIRESATHBIDOT, FiRT
BHEEMDH B LM ICIRET BEE. BREBREIICIEIRREZ
ITO BN THEE R L-LTHREEZFIRTD CEE 7.
AEESHD SR E5EHIEE6ARBL. S TE 2MELBITE
DEREEHES LD EEHICHR ERREZITOREICEKY,
HIRL TWEWT E &2 FHMICHESET 22 &, [9.4. 9.55H8]

(li: 255 4E)
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BZERIEEDIEENDEH ETITHI &,

V=T ZB%)
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HETITHIZ &S
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BEICTHEEL TV BHEMOD

2. BR (ROBEICREBELEWVWI L)

2.1 RHN OB LB BoE O BAEE O & 5 E#

2.2 W SR LT 2 W REME O & 5 ik [9.5Z ]
2.3 RGP AT 7 F v R L w2 e [10. 12 8]

3. fERK - MR
3.1 g
— vt TN TRV YoVt T R T
e 250 31.8%
15 7k 1R My, 110gH
BRI a7/ -0V E|Ia7x/—LVE E
7 x5 250mg 7 x5V 34.98g
NEY - 77 7 —b | BEEKT AR, ¥
FUTU TUAAN| VY UH A, KEL Y
AOQ—AF R )WL, |[F¥, D-VIVE b —
KRRV, AFTY ¥ | W T AT — 4 (L-
[ S/ AVEN T NVT T =LA
S VDI A AN L/ DINEE 5/ /g
" BALF & > BTG | 72 BT b U Ak
2% SRR, W M. ST A F VLR
=TSk, 7)) | B/EEATF IV, IV T
2 SR F AN 2, REELEIE,
TIET Th, FE
IV B Ay VN
3.2 HHOMIR
5E % vt 7 T IL250
# B fiA 7
) Fyv 7 kG n
o e e
K74 ket
"o £ 188 )
E &£ #719.6mm

5 175

B & #379mg

W5 44 YLt 7 N EE I EGL.8%
ERENDYHFS

[N BRAKZMATEET 2L &, ALOBKEET
»H5bH

IRV (110g) 1 ZREE/KMMLE N2 TS L 72 8&E ko £ B Y

a7/ —)IVEE ®T7FI)I

BRI DI 200mg/mL

RO 175mL

4. FHEERIZZNR
OBBERDEAMIERRIDDEE
(BEFDABEESENSEHFRAEOORETE Y. BRI
BRIT EZH SN 58)
OT RO IC S DIEMRISOIH
BistE. OB, TSR, sk, BBt
OIN—T2ER

5. FBENXISHRICEHET 2=

V=T ZB%)
BIHRAA BT 4 VEEORTOTERE ZE 2. AR OKGHEE) &
HWr SN BEIHG T2 L,

6. ABERUHEE
(B%HE)
OB O B TR FUS DG
WEL ORAICIZITI 7 -V ET7 o FLELTLE
1,500mg% 1 H 2011 285 [ 451 BRI 59 %0
B, A, ERICE ) EEERT 5,
OB A BT 5 Hif SO O F]
W E, a7/ — Vi E7oF vk LTLEL,000mg
% 1 H 2 12 42 AR 459 %0
7o B AR REIRIC K0 IS 525, 1H3,000mg% FIRE %,
AN EE, Y372 —VEE E7 )V LTLE300~
600mg/m*% 1 H 28] 1215 [ 45 (2 &R 1S53 4,
7o B AR REIRIZ &0 @IS 525, 1H2,000mg% FIRE %,
(OFHE. FTRSHE. FifsHE. BERSHE(C (T B IR RIS O
WEL. AR I a7 =Vl E7 7L e L TLE500~
1,500mg#% 1 H 2[00 1 205 45 12 B 1 53 %6
L2 L. AR OIER LA EIZEZTICL>TRLELDT, &
HOEFN R Z 155 72O I HEOFEBIR VRSN TH 5.
V=T ZEB%%)
WA EE. a7/ =V E7oFIVELTIH250~
1,000mg#% 1 H 2[00 1 205 45 12 B A 1 53 %0
B AEE RIS L) BE T 545 1H3,000mg% R E T 5,
AR EE. 3372/ =V E7xF)VELTLREIS0~
600mg/m?*% 1 H 28] 12/ 45 12 &A1 53 4,
B AR RIS L ) AT 5245 1H2,000mg % FBRE$ 5,




7. BEARUHEICEET X

(hEEHE)

BIFIHE

7.1 EEOBWEREES CRIEREIE#ESE (GFR) $%25mL/4/1.73
mZRG) CTIIMTEENEL R ABENNH L0 T, 15T
1,000mgE T (AH2[E) &L, B&ET T3IcBgEd 52, [9.2.1,
16.6.2% 18]

BBAE

7.2 REIOWGEFE % /NNRE T 4720, EE IR OMRE T =17
9L, TN TORGHWELRBEORMIHT L L,
[14.2.1%81]

=7 2B%)

BIFIHE

7.3 RFOFG-BMGERIIZEI & L CRIFREA T a4 FElZ O
T5HLIE,

(2% Bl o5& (ml)]

N — 73
I EEJL o 7ETNOL e 00me/ mL o ik
200mg 1mL
500mg 2.5mL
1,000mg 5mL
2,000mg 10mL
8. EELEARER

(hBEFE)

8.1 M SHIEHIEIF & B3 23 E 1213, BEOSIEIIHNC X 1 g
(HANRGSE R TS B RE (PML)) 123 2 stk
DS B 2SR OO EERESE (FFIC 5 E) A5ET A
HetEdsdy 5 DT, T4 EET 52 ¢, [11.1.1-11.1.3. 11.1.5%8]

8.2 AHFIOMA I L ik, BELZZMDY 5 2@ 312,
WROFEFERIEICOWT L O LEF S E72%, T2 8,

8.2.1 EYER, IR, i O B S o B S HE K.
AL THIEEDOMALBHERD D S b NI, b ICHEYSEC
W+ H2 Eo [11.1.1-11.1.4, 11.1.75M1]

8.2.2 ROt E M 5720, IBTEORER BT IR
BOBENY A7) = OFHICE ) . HERLUVIER OIS %
T3 &, [11.1.55H]

8.3 EEDIFHIRFAFEORNEMAAES 5 2 & h3H 2 DT, HENZER
RMAEZAT 70 &EEBBHOREZ 10128 T 5 2 L [11.1.450]

8.4 AHX, 4 /Y EIKRAT A MKFERFE (IMPDH) [HE
FTHbizD, eRXFY U F -T2V -FRAKR)RI NV NT
27 7 —+ (HGPRT) KIBJE (Lesch-NyhanfEfE#E. Kelley-
SeegmillerfEEHE) OBEEICHHAT L & WIRBRILE % HHE X9
DUHEVED D B D THIEET S &,

8.5 MEDEMENKI L Z LHH LD T, HENEHKHEE (71
7F=>,BUN, JLT7F=o2 )T I A, REA%) #2479
T EBIE AT 5IAT) T k. [11.1.108 8]

8.6 LIEENIRILIEDNDHLDOT, HHICKEL TILLEN, LT
I—. XM 24T % EREDOIREL FICBRT 52 L,
[11.1.11%R]

(BRREHROH A MR IC DA

8.7 SMIHMSUS MEEZW S N2 BE T MEOHERE (BHE
AT A NEE) PERSOIEITERSG O 05 TE 2 WEE I
5352k,

9. RENERZFEIHBREICHTIER
9.1 &HHE - BEFESZEDH 2 8E
(B HE)
9.1.1 ERLHELBREENH2EBE
JERZWESELBENDDH 5,
9.1.2 BREXRGREEEMELRE
M EEDSS LA U BITERD S S5 b b BENDDH 5.[16.6.25]
913 FRIMN XY UTDEE
R R R A NAR— I —DEZF ) Y T ERATFIRE,
BHIFT 477 A v A DO FRHEEAL R CERUT 8 D AL O A5 R iE IR D F8 3

(2)

RS 5 2 Lo SIEIIHIF 55 SNZBRIF LY A VA F v 1)
T DEEIZBWT, BEIFEY A )V ADFIGMALIZ X 2 FEDH 5
PNDLZENHD, o, HBsHUEBEEOBEIZB VT, REH
HIF OF5-BIE R ICBEUF 4 4 OV Z O BIEMALIC X B IF 5% 5
fiE L ZEGI DS ST v b, 72, CRIFREY AV AE Y Y 7O
BEIZBWT, REIHIRF O 5-RIGHERICCRF £O AL A 5
LT ENDH D, [11.1.15H]

(BBHED

9.1.4 7TV b REDEE
JERZWIE S L BENDD D, HEBZEOBEIILImLF Imgn
TANSNTF =2 (L-7 2= VT 5= Ab8W) 2663 5.

9.1.5 BEMT IV b—ARTHEDBE
JERZWIES S BENDDH 5, MEBOBE R IZImLF399mg
DD-V VY b= Va2 E&HT B,

9.2 BiREEERE

9.2.1 BMBRLNEE
MAEER LA L. RMERAES bbb BENrH b, [7.1.
16.6.2% ]

9.22 EENBEENH5EE
HEOEEEDH L 0BA, AL MRS N 2 BR R
BRld gz L Cunze v,

9.4 £JERERE T 2%

TR 2 W e D & % LENOBIZE L Tk, BHICROER
HEWZOWT X LEFE S, B8, RANCIE
WHBMED 5o [1.1. 9.5, 14.2.151H]

9.4.1 AANIEH U/ ME SN TND I &,

9.4.2 KFNOFG-BIAHN LR A E T H 5 & OF R % ML
LTk,

9.4.3 ARFNFLGHI, $5-9 K 0P G- Hp 1L A6 LT3 2 2 &

9.4.4 RHIFLG-HIL, BINOMIRHRAZIT) % &, HIRL TWAawn
Z LR EMICHERR T 5 2 Lo IR EEDN D HEICIE, BHIZ
HMEIHEET D &,

9.5 iT1@

TR IR L TV A T HEME O & 2 k2 Idd% 5 L w2 &, IE
IEFICAR Z IR LB 2w, B (D EEEM. AERES) .
M (IR JAERAE  NIRERAESR) | BH I (7R FRAEE | /NEAESS) . F48 (&
fa. Z¥a. IR . O (OB R RIRAE. /025 P B R HE S |
Ol (FBERSHS) . MR (CoBHES) Soipirgs s
NTW Do RHNZIRN L 724712 B 2 1345~ 49% & DA
BHHVY, F/, v MT. MEH. EEERZ (bmg/kg/H) &
M. T, BIIRE A ME K O R ZE (90mg/kg/H)
MG SN TWD, [1.1, 2.2, 9.4, 14.2.1&0#]

9.6 RILIB
HELOFEER OISR EOFEEZ ZE L. B oMK L
HILEBRET 5 2 & BER (5 v b) THHAHFA~DOBIT (bmg/
kgH [AIFES) PG SN Twh, & h TORAITBITICET 57—
Zidv, [16.5.2201]

9.7 NRZE

(BHIC 5 (T B IEE RS OIME)

ELCiThb 7241237 H 5 5 185 LT o /NE #1005 % %f 5 &
L 72 BRI B OB L 22 BIVE I O RS X OV B8 =13, A
WG L7223 AL T 72, T A ERim A B | e
BIM/NETORBENL0% U ETH ). AR HRICeR ) o
FAERMNIERCTE o 7oo ERIAEKER, SrAaRs R Lz
B ABRIE FE0E L T,

(BREZOEEMIEERICDRERV/ OB, M. Mg, 2§
Bl 5T BIEMEREDME])

Qv—TZB%)

AINEEE ARG L L7 BRIRSERIZ TR L T e,

9.8 SpE
BISE2 0TV REICIS D CHESOME 247 ) 2 & o EYE.
AL IS O EIEH SO BRSNS 2 BE N D 5,
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g oFr
(B pRES AR RR L A7 3 & 2 Se i il . i
23 WRIHAR T, 7 5 S
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ILAFIF EDOWIEN D B o
R ﬁmhfb‘ﬁﬁw
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THLEZ LN,
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P LBFNHEDH D, Cmax?¥30% . AUCHS
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NT T raE N BIER R 5bh b . .
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AL 75~ ARH D Gz I E

A I IWVITyYHA|T 7T OMFELZ MBI L 0, s

TF SEBBEND B D, |77 F T B
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11. BMER

KROBIWEH D & HbND Z LD 5O TRE T2 A7v, B
DFRRO LN 3G e ik § % % SEY A MEEAT) 2 ko

1.1 EXEEMER

111 BEEAE CEEAH)

SR EIHIRR L. RAYIEGE (2 LIRS M 2 v . H A R g
ERITUREMEDRH Do A b AF O A R JEGE, JEERIBT
R EGE . 7 ANV FE NV AEGSE, 7 v VS IRYE, A d— )b
JEGHE, =2 —F Y AT A AEGE. 7SV R T AV AEGSE,
HNY TIEYE, BB T N EREIEGUE, ) AT TIRYE,
BN ObNL I ED DD, Fiz, Mgk, BIME, G0N
fBige, IR, HWAlEE . A, BTk, RE. Bk,
A, REREg:, B, R, HEL BESHSDbNELZ L
W bo Tz BEFRY AV ZAOBENALIZ X 5T CRUTF %
DEALDHSDLND ZENDH D, BEINEDSNHEIIE, B
BRI PUAEWE. B AV AR OSSO ) 7 WLE 24T
Zk, [8.1. 8.2.1, 9.1.3&H]

11.1.2 ETHSEMAERE (PML) GHERE)
REN O FHEFEBI o R OB T I3 EE OIREZ Bl L,
BRI RRANREE . RRPUER R, DURRRED) | [ 5
DIERA D & b7z 8E1d. MRIC X 2 B (525 W0 % O & B
TxRATH L b, TG ERPILL, #YRMEEZIT) 2 L, [8.1,
8.2 1&MH]

11.1.3 BKY A IV ZBE (BEEAREH)

[8.1. 8.2.1z:H]

11.1.4 MEEE
PLERIEA (1.4%)  GF Bk A (0.6%) . MR ERGE (BRERE) |
FImERR A (12.0%) . H/MGEA (1.7%) . &l (5.8%) . #R3F
HEE (0.1%) BHObNDIENHS [8.2.1, 8.35MH]

11.1.5 BHY D /NE (0.2%). U/ \#iEMKRR, EMES (0FIC
BE) (L10.7%)
fl o> e EHIA & T A5 A 12, \EOREIIHIC X Y BHO
MRS EDL I LD b, [8.1. 8.2.250]

11.1.6 HILEEE
MRS (1.1%). WeasHim (0.3%). #H1LEZIL (0.1%).
AL T2 (0.4%) BHEbLNDEZEND D,

1.1.7 EEOTFH FEAH)

BEAGERICE o ZZJEB D ME SN T b, BHEOIRFEIZ XV IRE
KOG, WMESEOBYBIUELITH) 2L, [8.2.15M]

1.1.8 7Y K=Y R, KEFRE (U EEAH). #BRE (0.5%).
BEAKEE (0.2%)

11.1.9 M#IFE (0.2%)

Bt ge, MEREEIRIMARE . BIRIMASIED S 5 b b 2 LD 5,

11.1.10 EEDEBREE (HEAY)

BANG, BIRAEESE, KERE. BRERS S HbNLE I L8
Hbo [8.5ZH]

.11 DEE
LAEE (0.3%) FlE (0.1%) . &Il HEEARI) . ANEERR (4
AR OB AED, OB, RN - GDEMEERSE) (0.1%).
it s ML A L O FET R (DL SR 25 b b 2 E WD %,
[8.6211]

11.1.12 FHEEEREE (1.8%). &E (0.2%)

AST. ALT. p-GTP. Al-P. ¥Y V¥, LDH® 5., #EA
HHobLIERHb,

11.1.13 FhiKEE (0.1%). #|EFEOE CHEARE]). KB (0.1%)

11.1.14 E# (0.3%). $8EL. LIE. FBER (ULEEAH)
FLHATRO SN B A, MRS EAELCT. MRIC & 2 Ei{%
DWiEITH Z Lo
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TH (12.0%). |H 95, TN, (BB,
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D15
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H, V)RR T T — €KV T AMLE.
FA FEAL &, MERES IR, 7 v
i i35 WA AGHEo—T 2
O T v
il AR S A
FH MEME EA. K-
A KT, P,
Cl. Nadf&F.
7 v A
fE. #5) v Rl
fE. A, K~
7w ME
WE. F895. W | BRI %,
4 Hege, BEE. /N B IEIE, R
IR 5 B2 | 56 SRS
JE RS EIE
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(4)

1%L

1% A i

BUE A

s aT) v
WA (3.6%)
FEHE, A b

BRI, FE,
Jira g | AR A
yEsT 7Y v

PRI FIE . K
hE () N
M. ek iE %

AAa 4
AHAIEIT |
CRPEH

B Av=7,
IR, i,
pALH

). fRE
. 4> 7)rx
VAFREIR, B
. EiE. fH
. A vRT
VAL EH

Z DAt

TED) FEBUHEE XA AT 5 8o

E2) BIEY 2 TR, T2, BEOHEICIE, FERDD
HobNDHI DD b,
1E3) BB O
16.4%THh o720

13. BERS
13.1 &

RANGHEE MALEN TlIBERE SN BV, TLAF T3
V(BRSO AD) B X W HEERET S 2 k12X o
THETE D,

14, BRAEDEE

(BTEIL)

141 EHZHEOEE
PTPUEOFEHIPTPY — b2 LB HL TIRAT % &
HIRES B L, PTPY — POREMKICZE D . BV HLAER
MEERE AT L, IRl E B 2 L CHERRT 5%
DEELEIELIHET LI DD S,

(BBEAED

14.2 EFFANFOEE

14.2. 10 RANEHEE LG T 2720, I IETRE
HERL, BEFvELY MATET A EHFEFE L,
R V8 T ORI A AR HI D75 L 7283 Rr A kT
ST L, IRICHE LS E KR THRET L2 L,
[7.2. 9.4, 9.5&0#]

14.2.2 fhF LR RN &,

14.2.3 BT KROTFIATITH 2 &6

(1) Mt L7z F R MV ERREZZ2CCRETHTIECT,

(2 *ATY ¥ F—TImMLOIERK %= IS,

(3) BV Hl- 72 RHAKDREEE X R MVICHEIM L. Mt
L CRILG I L <SRBT %,

(4) F%D) OREEIKARIML . Bk L CRILFHIE L dmBhR
M35,

B FXANVFLYAFT Y b XXy TEIL R IVT ¥ TS —
ERMVOINIELAL, FYANVRLIAY Y by v T
ELoDDIOTHiRTAZEIZE), RMVTFT =0
KMo M EICEE S, Fvvy TOF ¥ AL
DAY v NIREEAHER S B,

(6) FHBZLOBMBHOEE X, 3072/ -V T7x
Fk LT200mg/mLE %% (BEHEOW=EIZ175mL, R
BT B 72 BB I O 1812160~ 165mLCTH 5 ) o

14.3 EHIZHFEDEE

14.3.1 MAZOBRERIL, BRI OFAH L OREOKS
AP A AR =L QIR MLV T e T, F
7oy BRAE BRETE BRI OB A 2 L,

14.3.2 WL <HERBIRAZICMHEH T2 2 &0 fliF & R
k.

14.3.3 FMBOMEIRIL, HE LB CERTRAF L.,
B0 A2 2 & o AU S 72 ARIIBR 2 OB
k. BEET 528,

15. ZOMOEE

15.2 FEERRREABRICE D 15

15.2.1 [ 1/ M4 scH s v oFEBE (40mg/kg/H %7
HIE. ZD1%20mg/kg/ H I L CHEIZ7H R ek

ERDAB NS £ T OB L



) TG A B ARBUAAT o 0118 2 B L 7228,
FHHIERIIEI N Y FERE L EOHREND LY,

15.2.2 V¢, T, Al FHIEkKD (45mg/kg/H LI L)
PG SN T 5,

15.2.3 A % v IR ISR BB, BER % H v 5 #i(n
TAERRER, F v £ =— 2NN A Y — IRk (CHO)
VB GAREEHER, ~ 7 A 7+ — < TKHEB KL
KT o % AV B /0BRSS S v, MR E % 4R
TLHET, v A) 75 —<TKBECC/hau=—n
FHIHER T - B x B/ O RS R S
. PR BEFRIEDTRD Sz,

16. EMERE

16.1 IMAERE

16.1.1 BE¥lEEE
BRBEEHICIT T —VER 7 2 F v E L TLHS00
~2,000mg™ % L H 20 SUAERR IS L2 & & 554630
HICBIIESAH I a7z, — Vi (MPA) olfiiEd
TR T NI EHE XN T A — S IZU T D LB Y TH Y., AUC
VR IBIEDSFRD S,

FABRR %5338 H 12 BT 5 FI s hMP A fis

(ug/mL)
16 4 —— 500mg (n=9)
14 A —O— 1,000mg (n=5~6)
i 121 —=— 1500mg (n=5~7)
%E 10 4 —— 2,000mg (n=4)
84
i3 6l
4 4
2
0 T T T T T 1
0 2 4 6 8 10 12 (hr)
|
FARRE B 53 HIZ BT ZMPADOIEYEEE/ ST A — %
BhE AUCo12n Crmax Cnin
(mg) (ug - hr/mL) (ug/mL) (ug/mL)
500 (n=9) 18.4£3.16 4.74£2.36 0.56+0.23
1,000 (n=5) 48.8+16.4 12.6+5.22 1.95+0.99
1,500 (n=5) 57.8+21.3 11.8£2.73 1.99£2.01
2,000 (n=4) ®| 80.6+16.7 | 19.3£5.17 | 2.61%0.91

FHME+SD, n s EBIEL

11D ARHOAGERANEILLEL, 500mg % 1 H 2[a] 1205 [ 45
IZEBREOHRSTh b,

16.1.2 FFEEOEDZ IR MR
W BRRERED) Lo v (BEEERK]) &, s TR
F—N=FZ L) FhENL.26mLEL A TRV (23
T/ =)V ET7xFIELT250mg) #lEHE AT
WHE AR LA 3 G L 72 & & o MmAERMPA R % 15
L. B5NHEMBEE T A =% (Coass AUCo-a80) 12D
W C90% B HEX V2 CHRERTHAT % 4T 5 7245 54 log (0.80)
~log (1.25) O#PFPWIZH Y . WHIEO A Ym0 E F 1k
HHER S N7,

YR TR O 7 U BRI 195 514 O SR A2 FMP A TR

(ug/mL)
16

14
12 4
10
8
64
4

—O— MREHIHL
—— W7t
“FHfii + SD

IM4E T MPAE

FIIE R MAE P MPASE B RE /ST X — &

HENNT A —F BHEINTG A =4
Cmax AUCO 48h Tmax tl/Z
(ug/mL) | (ug-hr/mL) (hr) (hr)
1z 3
R 9.35+1.86 | 15.5+3.74 |0.460=0.138| 12.9+4.87
(n=37)
h TN
10.9+3.44 | 16.4£4.17 10.639+0.211| 13.1£3.65
(n=36)
SFIME+SD. n s JERIEK
16.1.3 EERA

fEERAI2EIICI a7 ) — Vi E7x2FLELT
1,000mg % H.[A #1455 L 72 & & oIt MPA O 3y B
FENSG A= U TDEBY TH-72" WEATFT—%),

Tmax Crnax t2 AUCo-
(hr) (ug/mL) (hr) (ug - hr/mL)
MPA|0.726£0.443|24.0+11.9|15.8+8.40| 57.9+16.4
FIgME = SD

16.2 TRYR
16.2.1 IBATAR
UC-3a7x/— )V E7xF)Vbmg/kg® x5 L
7T v MBS BRIER F CICHRE S L2 BT E o
W v MOBROHSG L2k A, HF s gl S 7z
YHhE DI85 % AN & 7z¥,
16.3 91
16.3.1 ZEEEAE
MPA DR EERIE, 0.3~200ug/mL OB T
1397~98%TH V. €D LW HMFF T IVT I v~
DREETH o7 (n vitro) HEAT—%),
16.4 X3
372/ =V BT F RS HER I PO
ARG, BTRE. M CMPA LIRS e FoF L o
FNVENT 4 ¥ (HEM) ISR RS NS BHEAT— %),
16.5 ittt
16.5.1 B A
MPAHED B IOV TIZ, MEHER A4BII214C-3 0
T/ —=VlEE 7 xFNELO0mgHEIFRI#HS L&
&, FGHRT2EE F TIZR90% AR HIZ, #95% A H IS
P S Nz 209 BIRFPEIYI OF195% IEMPAD 77 )b
70 YA (MPAG) Td - 720 HEME RO I1E,
P 5152405 B £ TITH92. 1% AR I HEE S v, EACEE
Wk U CISHEM O BALSUSER # )V AR ¥ 2 X F )V E IV
TA) v THotz BHEAT—5),
16.5.2 FLit#1T
YWC-3a7x/— IV E€7xFNVémg/kgxiZi T v b
WCHERE G- L& 2 A, 5 %24EH £ Toflith
BEHRE D AUCIX M4 F S FED AUCD19% TH > 720 F
72y A I RZERIE RS S T A IIMPA K
U'MPAGTH - 727, [9.65HE]
16.6 HENEREET 2EH
16.6.1 NEBBIEEE COENEIRE
(1) MNEBBEEE 2~17R)
NERRAEERE 2~17%) 23372/ — Vi E7x
F)b & L C1H300~600mg/m?*% 1 H 28] AR 3% 5 L 72
K537 H BIZB U 5 I4EF OMPA DS B HE <5
A=Fx,. UToOLBY) THo7 b, REREHIH (12
71 H) 2B B EGE13655.0mg/m*/ H TH - 7217,
AR 5:37 A BIZBUT A MPADOIFEWENEE/ ST X — ¥

AT i i ] Tmax Cmax AUCo-12n
(%0 (hr) (ug/mL) (ug-hr/mL)
<6i% (3) 0.5£0.0 | 11.5+7.8 -
6% ~<12m% (5)| 0.5+0.2 | 25.3%10.4 -
12/~ (7) 1.0+0.6 | 19.1%£8.0 -
el (15) - 20.9+10.2 46.7%19.0




(2) NEBHERE (E#3HB~18FLUT)
INBERREE CEHR3HH~18%LT) 13372/ —
WVEE E7 27V (EEMED & L Tl600mg/m?%1H
2001 AR 3% 5 L 72 O M MPA O SEW B RE/ S T 2 —
YiE. UToLB)Thotze MNEBFBMEEIZBITS
MPA®DFHAUCHmiE, 327/ — Vg E7xF)
(1 7x)v) & LClHE1,000mg% 1 H2E KAERZE %S L7z
BNERBAEEBEO/R LA TH 72 THEAT—%),

il Ees i il Tmax Crnax AUCo120
3 (BI%) (hr) (ug/mL) ™ |(ug-hr/mL)*
3HH~<2% (6) ™| 3.03=4.70 | 10.3+5.80 | 22.5%6.66
_— 3HH~<68 (17) | 1.63+2.85 | 13.2+7.16 | 27.4+9.54
. GRE~<128% (16) | 0.940%0.546 | 13.1%6.30 B.2:121
128~188% (21) | 1.16+0.830 | 11.7%10.7 | 26.3+9.14*"
28% (54) 1.24+1.70 | 12.6+8.37 | 28.7%10.5
3HH~<2E (4) ™[ 0.72520.276 | 23.8+13.4 | 47.4%14.7
_— 3/ H~<68 (15) |0.989+0.511 | 22.7+10.1 | 49.7+18.2
e ORE~<128 (14) | 1.2120.532 | 27.8=14.3 61.9£19.6
128~18%% (17) | 0.978+0.484 | 17.9%9.57 | 53.6+20.3%
2% (46) 1.05+0.507 | 22.5%11.8 | 54.9+19.6%
3HH~<2 (4) ™ 10.604£0.208 | 25.6%4.25 | 55.8=11.6
| 3 A~<6rE (12) 10.869£0.479 | 30.4£9.16 | 61.0£10.7
21K 3 I, e
94 FIH G ~<128% (11) | 1.12%0.462 | 29.2+12.6 | 66.8+21.2
128~188% (14) | 1.0920.518 | 18.1£7.29 | 56.7£14.0
2% Q1) 1.03%0.488 | 25.4=11.1 | 61.1¢15.7
7#2) 600mg/m2 & ML L7z
7E3) 37 A~<6m L EmHET 5
7#4) n=20
7£5) n=16
7£6) n=45

16.6.2 BHEeE T BE COEYBRE
RSN, BHREBETEFROCEREFICI T T2/ —
VEE E7 xF)v e LT1,000mg# HiRE O S Lz &
EDOIMBEFMPADIEYETE/XT A =5 IZUTOL BN T
Hor2V FHEAT—%), [7.1. 9.1.2, 9.2.1%H]

GFR Trnax Crnax AUCo-96n
(mL/min/1.73m?) (hr) (ug/mL) |(ug - 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
B RES (n=6) | 0.8+0.3 | 16.1%£7.3 | 76.9£25.4
BGHEN (n=6) | 2.3%+3.8 | 7.1x2.8 | 60.5+38.1

P +SD. n o FEBIEL
16.6.3 [LIBHEERE TOEYENE
LDBEEEICIgI 72—V E72F0ELT
1,500mg# 1 H 200 SRS %25 L 72 FED M MP A O 34
BN T A= F IZDTOEBY) TH- 722 WHEAT—5),

I Trnax Chnax AUCo-12n
WS (hr) (ug/mL) (ug - hr/mL)
OB | 2.02+1.83 11.6+7.45 36.7£11.9
1HH (n=17) (n=17) (n=16)
OEERER: | 1.58+0.998 13.3+7.80 - .
5HH (n=10) (n=10) ke
EBRR | 1.77+1.32 11.5+6.76 43.3+20.8
BEERTH (n=11) (n=11) (n=9)
LR | 1.12+0.655 19.8+9.27 53.9+20.0
67 H (n=52) (n=54) (n=53)

FI9ME+£SD. n; FERIE
16.6.4 TR E COREYBNRE
FRHEZICIa 7/ — Vg 725 0ELTLAE
1,000mg 1H2M7H M OERE ST &HE, 337
J =Vl 7 =7k LT1,500mg# 1 H 208 KAER %
G L 7B I MPAQOSEMBIFE/ ST A — 5 ZLTF o &
B THo72 WEAT—5),

(6)

Tmax Cmax AUCO*IZ}]
M
W (hr) (ug/mL) | (ug - hr/mL)
PR 1.13+0.430 | 13.2%6.64 | 31.0=14.3
(n=21)
%5 Bk
1.07+0. 29.3+17.2 .6+18.4
6 Hi% (n=14) 07+0.600 | 29.3=17 60.6+18

FIgME +SD. n  JEFIEL

17. ERERRIE
171 BHMRORLMICEET 2 HER
(BHEROHEE MR RIC DEE)
17.1.1 ERE I H5:ER
B R AN R O BEG IR SOS BE AL LT, 337
J =)V E7 = FVELTLAL,500mg% 1 H20m12:8
RO G L7z & & OWIER R et U 7z B A R R SR 12
BT FREEEAM T SE F12651 O A IE DUF 0 &
BYTHo72W,
HEGTEIEML BSOS RT3 2 WA IEBIEL (%)

e M | ReREN | E B il
12 (46.2) | 6 (23.1) | 3 (11.5) | 5 (19.2) 9%
18 (69.2) 8 (30.8)
MRS FZEE ERE (%)
FER L FHEDHY
22 (84.6) 4 (15.4)
TR R REGIE (%)
E HEREREA
23 (88.5) 3 (11.5)

17.1.2 BHSE 1T/ THEEAR
B AR OHHA TG SOS B ETTEN LT 3 a7 ) —
VIR 7z F V& LA, 500mg % 1 H 200 83 [l 14
G L7z & SOWBBHREHE L72RETORE T/ THIER
B E b L2, RO 2 LT = 2 EA5.0mg/
LA LA & 5. 0mg/dLA M D28 TR BUMENT L 7245 R, 52
SEMAEIIUTOLBY TH o7 FHEAT—%),

FE-FIARIILE 7 L 7 7 = VI & 2008 6% (%)

=5.0mg/dL <5.0mg/dL Al

7/13 (53.8) 45/64 (70.3) 52/77 (67.5)

(BRHIC B T BIERREOMIE])

17.1.3 NS THEEEE (KA)
ERMHOEFELZHIKT LT, Y7 ARY) VR AT
o4 FEEHTICIT 72/ — )V E7xF0ELTLAE
1,000mgX11,500mg# 1 H 224 il L% - L 72 & & iR
MR BRI R A M L S EE MBI BT,
BRI SAEFI 2B O AR IZ LT D & B Y T o721,

SRRSO B ER (%)

1A hm | SRS O FEBUE (%) | #&5-81%%

1,000mg 22 (34.9) 63

1,500mg 17 (27.4) 62

AfrE JERE (%)
1[4 55 AArE (%)
1,000mg 63 (100)
1,500mg 61 (98.4)
TR AR B (%)

15 A (%)
1,000mg 62 (98.4)
1,500mg 58 (93.5)

17.1.4 EINERKEER (NMR)
INEERAEBE250 (2~175) 1SR LC. Mo s i
KeDBHTTIa 7o/ =V 770V ELTLA
300~600mg/m?% 1 H 2[E 4% 5- L 72 & & o4 SUs
WD 52 MET L 72 RSB IC BT, B AER6 7 iR
MG SEIR=1324.0% (6/25061) . BERAEBRIEDETFERL
OHEARIZOTNH100.0% (25/2561) THh- 7219,



EIER 25611661 (64.0%) 1230153 L. FE 2 EI1EH
L A R AT T AV AMIENE, A R AT T AL
AJEGeAE, TR TDH - 720

COFBHEIC BT B IEHE RS OIHF])

17.1.5 B E T HEHR
LBAER B EDTSH & xf & & L7 HEMILEGERIC B W»
T, 72Ky RUATFOA R TCIa 72/ —
VB £ 7 o F)V (MMF:1E1,500mg % 1 H 2 4% 45
HHVIETHTF AT v (AZA;1.5~3.0mg/kg/H O
C#%5) 24845 L8 2oasMEICET 280 IZ T o
EBYTHH1Y BHEAT—%),

HRIPE RS B R

. MMF#: | AZARE
S
IS n=289 | n=289
A6 R BT 5.0 MATHIRE S
SR AL - TAEMSUS O FEER B %L (BE|92 (31.8) [100 (34.6)
TCIHEBE &) (%)
FERE T 14E LU 2 FE T SR RS Al L 72
—— 18 (6.2) |33 (11.4)

(FFRHE LS £ (T B 1B RS O

17.1.6 @S E M HEEER
JFR it BB D650 & 1 S & L - “EERILEEERIC B W
T YZ7UARY) Y RUPATEA FEHTFCTCIarze/—
VEE €7 = F )V (MMF;1[1,500mg% 1 0 2[5 1% 5.)
HHVETHEFA T > (AZA;1.0~2.0mg/kg/ H D#FF
C%5) &35 L7 E0FMEICHET 2EIEDTO
LBV TH-7T HEANT—%),

BRI BT % B

. MMFE | AZARE
BRAR B n=278 | n=287
%#ﬁf%wﬁf‘ﬂ TSN
B 2T 23R U O FEBL6I| 106 (38.1) 137 (47.7)
2:5( (%tlszmﬁ%am (%)
FEME R 142 DU I IE TS S FRAS A L 7
% (%) 39 (14.0) |42 (14.6)
(BFEAEIC B T 2 BRSO IHF])
17.1.7 By ekiE
iR 12 35 V) B 4EAE BUIS O FIHI ) SR 255260 S LT

20 (HEAT—5),

(RRFEHE I B (F B HEHE RS DI

17.1.8 BHEEHE
FERshE (B RIS AE) B8 I2 3810 2 A SO O 30
EBRDHOLNT0RDD (AEAT—5),

18. EFHIEIE

18.1 fERRA
3372/ =V T7 2 FIVIE, ERRTELHIZMPA
WK & b o MPALX. de novos. salvageR220 D
T VAR OWN. de novolk i OHEREEE TH D A
Y VEIRAT A MRKEREREATAR, WY
PORERMICHEST L2 E1I2E D GTP. 74+ % GTP
i S, DNAGRZWHl$ 22722, T, BY » /3%
IR A % F & L Cde novo R lIHKAE T A DIxt L
T, R DAL OMIEIEde novo. salvageﬁ% IRAELTC

W53 MPAldsalvage RFFZIZITHE L Wiz,
EE’J ) //\ﬁﬁw’ﬁiﬂ’ﬂ@iﬂéﬁ_%%#ﬂﬂﬁ ZPREIL L BEER A AN

RIZFHE T AR S OTERA G % FHiE§ 5250,

18.2 SRR RIEER

18.2.1 in vitro &5
v b SRR ORE, ~ 4 MY VR L e
N ARARYI ) > 2 SER B ORREB ) > 2 SER O 38Tl <o PR e 2
Wiz b SERORE Y v SERBUS 2 S i L
728208039 5 v N RHESEA T P R AT o> gl
PN TdH - 729,

18.2.2 in vivo =B
< AMBABEEET ) ¥/ SEROFFHEINH], EE~ Y AR O
7 v b MO FUR LIS PR Ty b o E 2R
PUKFEARRIR T . B~ 7 2 ) v /8H . MIEODNA G
DFFFLAGINH % 7R L 7299080

18.3 #iEwzMEI1ER
B o [F R AR RIS B T HEIT R AMEIERE U O iE
RO (4 XBhE. 7y MO - M) . Fz. SR
HBUS &I L. B o4 % - EFEHH 2 TR S
&, ABH L OPFATGC XD RIEIRIE A A R L (1
EE - PR T MO - B o RBERR) P

EH12, 7 v MRERET NV TORIRBIIRE. l*JH%i%?&ﬁ

PRI A i) L 72190
19. XM ICBT SE{EFHME

— AR 3 a7 )=Vl T 2T
(Mycophenolate Mofetil) (JAN)
154 2-morpholinyl (£) -6- (1,3-dihydro-4-hydroxy-

6-methoxy-7-methyl-3-oxoisobenzofuran-5-yl)
—-4-methyl-4-hexenoate

713\ - CsHaNO7
7 f t 433.49
B R HoREORETH L. N, N-F AF kv
L7 I FIBIRT L TR RS MY SRR
FRd <, XY = VIZRREIT ’< {, 28—
Vo(95) ROV IF NI —F IWIZEFizd <, K
WZIZEAEET RV,
Mgt
OH CH3
0
= O
OCHj3
CH3
RUFRFEPH - 94~98C  (RUFBAAG AT & RUHHE i D 7132 . 5C BL
™)
20. ESL?&L\J:U)"}if
BT eNIE, BREMITHRET AL,
. A&
l%;ia A7 EHEE 2 EEO L BUICFE/T L L,
2. @&
(&IVtET b HTEIV250)

10074 7w (PTP10% 7' )L x 10)
100 7 (ONF)

(BIVE 7 FNEBRAES1.8%)
110g (K bov)
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