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—DFREFIT > HE 2 F v 50 ERB CHIOFERH
Foh, PEERFEBEIAD NI, )

(EEirs]

<BHEALETHHER>
kil
BREBEEIIO7 /LB 72 FAELTIES00 ~ 2,000
mg*% 1 020 EMEEOES L s, REMEIGAE BT
ER#Y 2 37 =/ —VEE(MPA) D IME R USEEIE/ ST
A—FIRBTOEEBNTHY, AUCIKARILAMEAD S,
FEEIR S 3 3 H o k307 A T M o MPARIF

{pg/mL)
16 —&— 500mg {n=19)
14 4 —O— 1,000mg (n=5~6)
i 12 4 —=&— 1500mg (n=5~7)
# 10 4 —{— 2,000mg (n=4)
& s
i 3 6
4_
2
0T T T T T T v
0 2 4 G 8 10 12 (hr)
B
REROHRS 3 HH BT 3 MPADEYHE 7 A — ¥
EER AUCq.12 Crnax Crin
(mg) {ug-hr/mL.) (pg/mL) {gg/mL)
500(n=9) | 18.4+3.16 4.7442.36 0.56+0.23
1,000(n=15) | 48.8+18.4 | 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

FHEESD, n; B
MARKZSNAFARIE 1 B 1,000mg LH1,500mg THb

* % PAEBEEE COEHEEY (#8)

AR RE (2~ 1TENCIT 7/~ BT FNMELTL
[ 300 ~ 600mg/m? % 1 B 2 A FRIEOHRS LAKOES3IHAB
BT AMBROMPAOFNENE T A - 513, BITo BN T
bote. BB, RESHM (124 H) iCH5T 2RS5BT 655.0
mg/m? /B THale

FARELS 3 4 A BB ZMPANEYEINE/ ST A — 4

42 S Tomax Cnas, AUCo.1z
B0 (hr) (upimL) | {gghr/mL)
<6 (3) 0.5+0.0 11.5+7.8 -
GRE~<125%(5) 0.5+0.2 25.3%10.4 =
1248~ (7) 10406 | 19.1:£8.0 -
£8#(15) = 20.9410.2 46.7£19.0

{4)

<HEALCB TR (BE) >

1.00RES
HHERALZEICI T/ — A E7=FALLTLOOmg T E
EEEDTEE L s & & DMETMPAORYBIE ST A — 7 (20T o
?:i:? U 'C'&,)'Df.:o

Tmax Cmax tin AUCq.=
(hr) (pgfmL) {(hr) (pg-hr/mL)
MPA |0.726:£0.443| 24.0+11.9 | 15.8:£8.40 | 57.94:16.4
FifELsD
2. BHERTRE TORMIE

REREA., BREETRERFERBECI 272/ M E
ZxFNELTL000me & BEREDTRE LA & EOMFFMPAD
HADBYIEINS A — S RUTOEB) Thot,

GFR T max Crmax AUCq.gs
(mLfmin/1.73 m?) (hr) (pg/mL) {ug+hr/mL)
>80{n=16) ' 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%129
25-48{n=6) 0.8£0.3 [ 19.0£13.2 | 52,9255
<25(n=6) 1.0%0.4 | 16.3£10.8 | 78.6+46.4
ENEES (a=6) | 08403 | 16173 [ 76.9+:254
5B (n=6) | 2.313.8 7.1+£2.8 | 60.5::38.1
) : SEEMEESD, n ;s R
3BHER TOEMEED

LHEEECIII T -l T7oF M ELT1,500me# 1
A 2 [0 mERLCHRY LARO NS PMPAQENBE S 2 - 512
UFotshThotz,

TSR T max Crax AUCo.12
(hr) {ug/mL) {(ug-hr/mL)
LR 2.0241.83 | 11.6£7.45 | 36.7£11.9
1EE (n=17) (n=17} {n=16)
Vs ZiE: 1.58£0.998 | 13.3£7.80 | goyrse
5EE (n=10} {n=10}
LB L77£1.52 | 11.5+6.76 | 43.3::20.8
BEERTH . {n=11) (n=11) (n=9)
LFtEE 1.12+0,655 | 19.8+9.27 | 53.9220.0
67 A (n=52) (n=54) (n=53)
’ FHELSD, 0 S
4 AR EE TOEDEEY

FRIEBENI e/ —ME E7=FMELTIEL0mg]l B
207 AAOERESIEEHE, 3072/ -NE ET7F
NELT1,500mg¥ 1 B 2 AIREEORS LA ROREPMPAOE
YEEAS A —F LT e Th ot

sAfe Tmax Crmax AUCy. 12
I
Wk () | (ugml) | {agebimi)
o {@ﬁj H 1.13£0430 | 1324664 | 3L0%143
F5HE
10740600 | 293+172 | 6Ds+Is.
67 Atk {n=14) 06184

FHELSD, n; ERE

S.EAEAE
MPADMSFFE AL, 0.3~200 ¢ gL DBERFTIZ 7~
WBU%THY, Z0ILHWRIAHE TV IV~OESTHo1,
(1'11 vitra ,;Txt%ﬁ)

.U - BE
3272/ —NEE T FNEEERESHICE POEEER
BE, FPBE, M TMPALIEEEMAHIE FeF I FLER T4+
¥ HEM) IZIR 3B 8 B, MPABSEORHIHIZ oW TIZ, BE
WMAAPNIC-3 T T2/~ g £ 7 2 F%1,000me HEE
FHES L& &, REHRTZHBME TICH0 %IRRT, #5%4

- EdUIHER SR, T09 5RPHHEDOHISRIEMPAD T NV

O rEER AR (MPAG) Céh oo, HEMERONHTIT, e5k2
4BEM F TIZHI02. 1 % AR A IC R & ., S L LTITHEM
OECRIBEFE I VRF L A FNEN T+ 2 Thot,



* & 7/NRESHERE TORDENE
MEHBMER (EHIPAPLISEMTHII g 2 —EE £
7 = F R-fEL FAMBAIE 600mg/m? % | 0 2 BRABEORS L7z
O MEPMPANEYEIREAZ A - FRUTOLEY T/,
AEHBEEE B AMPAOTEHAUCk I, # 7 EILE 1,000
mgl A 2 AOREREOZS £ TTARAEBHEEOFR AR

% ok 2. BRI 505 IR IE0MNH]
1 )m'km
FREMBEORE136FIC 11 LT, ¥# uxﬂ*') /JSirJ*x;—nff
FERATKIZZ7o/— W T7xFNELTIML,00meX
E1,500mg% 1 A 2 B 24 ABEETHRE L & 3 omEsRsm)
PREEF LA ZEERIERBIIE T, FH%EIRE

Thot ML FOREELTOLB) Thots,
WE | R Tras Com | AUCp.z BIHBRRIEDRTE RN (%)
il %) (tr) (pg/mL) |(pghefmL)" 1 @58 | SHEEREORTPIH (%) £S5
3AE~<2{(6)* | 303470 | 10.34:5.80 | 22.54:6.66 1,000mg 22 (34.9) 63
37 B~<6M(17) | 163285 | 13.247.16 | 27.4+9.54 1,500mg 17 (27.4) 62
BHR| 6 <1232.16) 094020546 | 13.166.30 | 33.2412.1
i 00546 | 13.1£6.30 | 33.212. AT P (%)
e | s 11207 s
- — i i 1,000mg 63 (100)
34 F~< 28 (4)" 0.725+0.276 | 23.8+13.4 | 47.4:14.7 1.500mg 61(98.4)
AA~< ) . T410.1 | 49,7418,
—_— 3 A~ <6(15) (09890511 | 22.7+10.1 | 49.7+18.2 BERERE SH(%)
spAg| G <12R04) | 12120532 | 27.8%14.3 | 61.0210.6 oy
1288 184%(27) |0.978:20.484 | 17.9+9.57 | 53.6+20.3¢ iy S S (%)
LBE(6) | 10520507 | 22.5+11.8 | 54.9419.6° 1,000me 62(98.4)
37 A~<2RE)’ [0.604£0208] 25.6+4.25 | 55.8+11.5 . 1,500me 58835
.1 3HR~<6E02) (0.86940.479| 30.49.16 | 61.0+10.7 2R (B%) i _
Bz 68~ <1282(11) | 11260462 | 20.2412.6 | 66.8421.2 ANEBHAEES 25 (2 ~ 1788) 10 LT, o RyEiiis &
PR pmsm0a) | 10920518 | 1814720 | 5672140 DEATCi g7/ wB £7sfabL LA K0
? e Bl : ) mg/m:% 1 B 2 H#EO8ES LA SR KRR FmE L
£ExEY 1.03+0.488 | 25.4%11.1 | 61.1£15.7 D REEREI BT, RS 4 AOEBEGRBRER M 0%

600 mefmiFHE I HRTE L7s, ® 3%~ < 638 T3, <120, ‘n= 16,
*n=45

(B%) WihRBOER
T 1) iR

HC-3T T/~ VB BT xFN Smalkg TREOES LIS
v b BIRSHE 1M IS BT WOH T v M2
BOES LA 0 A, BEHENCHRL S A BT iE O # 85 % AT
BT S Rz,
2) LT

MNC-EOT xS FT7xFN6meikg FIBAT v FICET
FOHES Lz & 2 A, H5%2415M T TOIHFHRHED AUC
MR HRMHEEO AUCH 9% Th o7z, T, HHPITEERE
{btid il & AU MPA R U MPAG Th o 7z,

(EREERCH]

1 BB OREIHERRGOEE
1) BFAMCHT DRI
BHEROBEIEEERICBE IR LT, 3372/~
B T7x2FAELTIELS00mg? 1 H 2 E12EMEN#S
L7z & 2 ORiaR €8s L - ERERREI BT, ﬁ‘ﬁi}ﬁ
T SUEFI 26 IO LT oL B Thot,

BHEIEERABUC I 2 iEEE R IR (%)

E )| H % R M Bt
12(46.2) | 6(23.1) | 3(11.8) | 5(19.2) 26
18(69.2) 8 (30.8)
ERRICEBRE EME(%)
BHEzL HEHEHH
22 (84.5) 4(15.4)
BIWEEE (%)
A ) HRREEETR
23(88.5) 3(11.5)
DHBEAN BT DN (BE)

THEHOBASEERIGEETIHIIHLT, 3372/ -0
B E7xFNELTIELSOmg#® 1 2E8BMEORS
Lick 0iEaEE 2 F LIk EC o8 1/ TR R #E
dEiz, TEAMOMmE 7 L7 F= 2 EH5.0mg/dLEL LB & 5.0
mg/dLATHRED 2 BRI L -HE, SeERARLLT
DEBEYThHotz,

#SMMATImE 7 L7 F = EC L BEIENE  EK (%)

=5.0mg/dL

< 5.0mg/dL

E

71/13(53.8)

45/64(70.3)

52/77(67.5)

(5)

(672500, i | £FoEFERUESERTRA100.0%
(25/25%) Thofe
oLBHIC B B IR RSO
Bt eIt i LB RS SRR & LT E RN
KEWT, YUK RUPAFOSL FERBFCiaza /0
B E7xFA(MMF; 11 1,500me# 1 A 2 EEOHFS) H50»
ZFHF+7) v (AZA; 1.5~ 30mghg/H DFELEES) 245 L
LEDABEIIHTARBEILTOLB Y Cho(WEAIZRBIT
BHH

FIEL S B 1R

MMFFf AZATE
FHIDA E =289 1=289
AL 6 A B WD 34 B MAT R '

ﬁ@%ﬁot%%ﬁf@%ﬁﬂﬁ@ﬁb 92(31.8) | 100(34.6)
TLRIEBE ST (%) )
BREEFEDACECLRERREL ‘
1% (%) 18(6.2) | 33(11.4)
4 FFEHIC 5503 B IS RIEOMEL

BN TIT N S RRE e il e Ha & LA EEREsRR
LT, YruxRR)rRUATFOL FERITFCI o7/ -0
Bt E7xFN(MMF: 1EL,500mg# 1 B 2 BECHES) 550
ETFTHFE7Y 2 (AZA ) 1.0~2.0mpke/ HOB/OES) 5L

L EORBEICHTAERILTO LB TH - (S BEAILS
VT B R o
HEMEL BT B B
" MMF3 AZARE
RS n=278 n=287
VA AAMICERIC L DR S A, .
BREZEERDORAFE BT | 106(38.1) | 137(47.7)
XITERELEE) (%)
B L ELPNICHEC N ERE L.
12 (%) 39(14.0) | 42(14.6)
58RI 5 (7 B IR RSO HIN

B2 B THBHEE 128 5 R RIS O MR R0 44520
LALTW D FHE A 2 1550 . .
6ISHEIC 51T BIERRITO IS
B BV I E (R FIRERE) BE 12 51 IR RIS O
B2 50 & T v b (FHEAIC BT 588 .



[EexhIgsE]

1.IERfFa-2
3975/ —0VE BT PN, RERTHEPICMPARIKSE 2D,
MPAIL. de novo. salvage® 2 207 Y EARHEROM, de novodElE o
BERETHAA S P B/ FAT oA MAEBEEFESH, THys
SHEMIETTZZLICL N, TP, 74 FVOTPEHEEBR S, DNASRK
%}IDEﬂ]TZ,;, T, BV Y 2SZRABII RS E £ & L Cde novo RiSIEET A
D LT, RERUAOMEIE e novo, salvage MR IETFL TV B,
MPA iisaivage FEEE R R BE LW, BRIICY v GRIDIE M7
BIREIZE] L. MR SHELRET A ERLNCOBRT £+ HET 2,
2. RS ETE
1)in vitro BH -
B SRR O, <4 b Y e PRI LA PR Y 8
BREUBEER ) v ARoMEeHfEs:, $0ce ) 2 EkoReY
ORI E I L 2z, . e R, W EERe
iﬁfﬁﬁﬂﬁmﬂiﬁf‘&*) Y
2)in vivo HBz-2-
7 AR EMT ) Lo GkoFRINH. Bt ARUT » FREBOR
AR, MBS 7 v PoMFABRMEEEEET. &feeoan
T, R ODNASHOHE RATHIRE R L 2.
I B EREIHIERR
B O FRERSRBHIIZE v T, BITIERMHEER U 0tk & 3o 1 (4 T,
o MGl - ). E7. SEEERRE TN L. RN 0% - 7
MR EZ &L, B3 L RIS X O PR E ML (4 G
8- AR, 5w FL - DS T AR, 2RI, Ty MRERETANT
DFERB S, MR - IR MR L A '

[FxhRLS BT B EEFERAA]

—GH 2372/~ NV E 7 xF L (Mycophenolate Mofetil) (JAN)
F&§ # @ MMF
{b2E  2-morpholinyt (E) -6- (1, 3-dihydro- 4 -hydroxy -5 -methoxy- 7 -methyt -
3 -oxaisobenzofuran-5-y1) -4 -melhyl-ii- -hexenoate
L o in OH CHz
o]
= O\AN/\
> 0 o
QOCH3 .
CH3
BT 1 CuH,uNO;
SR 433.49
¥ B eo#EENOBERTHL, NNV AFURLLT I FIZET LT

TEMZPYNRIZRRETLT L, AF 7 NITRREITIEL, =
F2=M(O8) RUVIFNI—F SIS, RiCIFEALHE
7 I

BEEANEEE ¢ 04~ 98°C (RUMHIA R & MR H OEI22.5 TR

(@ #]
At b AR 250 1 1008 TRV (PTP, 793)

(E=ZExE]

* k1) B, 10 BANOERESESMNE . 24, 35(2011)

2) Figueroa J, et al. I Transplantation . 55, 1371 (1993)

3) wmiBAk, B 32, 135(1997)

4) HNER  BBHBEE ST 2EDEE (ERN)

5) thPaEE | RREEREAC BT 5 EWENEE GEMD

6) Heather J, et al. © Clin Pharmacol Ther : 63, 512(1568)
7) s OBEEE BT A AL ()

8) PR FERBAEE BT 2EYEE (E5)

9) A& 1B Pkl R UIBIFER

10) #HARE RS8BT

) TEME, b B4 35, 29(2000)

} BfEAK, i #4E : 36, 30(2001)
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LD ML ENBT/ESA

LIl ET FORSHIEICET 3 BHS LOEEERAOSEN

LT~ BT, 7)) &, IERCRE5T3 LRBICEEERIFTTREN DD ET,

FRIERASNDBESADFENDEEEHIEL, RBIBOFRIREZOB IS8, HIR
X(IHRL THDAEEDH D BANADIRS (S [HER] "C@ D, ERISAEEDEDIRAIL
5 9358ICEMIERSBVLTEDTFY. 36, BlEOFRIRBEE CORTAEREF
RESNTH ST, BETOBEIMIEERESNTVERA.

TEREEEWE .
RS SEREIEDHSRE (FEOHILEREIMR) (CARZLASNBRCE, KD
FIRICTEBELLEETVFILSBENEL LIFET,

1. XHOBAEREPEREEOUAI(CONWT, BESANSBEZITOTIESN,
IFRI DABEDS B ECH LAFIDORSEMIAT DRI, TwtT ERBEN3
THEDBESAN] ZEELWCREE, FEOESHECR TSI URIZFTESACTS
ZHEELIEEN.

2. FEYBEEIEOH D LIECH L THEECHET3REEGT TS,

OHBEERCET 3EEET>TIREW,
Kﬂk&%UXﬁE%ﬁéhmiﬁmmrfmrtt,ﬁﬁﬁﬁwiﬁﬁujutgﬁ%
<IEEL,

OBEICET B IS SO RIT T REN,

- FEPBESHT, ASHRSDH LRSS 6 BRI, BHROERTESBEEC L DERIC

BT T LDEELTI RS,

- ARHYSPE(FIS5 I 6 BRBAICEELE, 3 \HHEL =T8S B i5al,
RECESICERTZLIIEEL TSN, AFORAEESHM chELRNES
=t L (A

3. FRESHERCHIRREEZREL TIESU.
- ARG SRR EESREL TIEE,
- ERRENIRETHD T LERRE L THSIREEMA L TSV, HRRESEEDES,
FRNIDI/RE BT TS0,

CEHERAR]] ARIIRSH, FRIESPHIUAAZEHRIEE 6 i

BT

FEIRIAE S MRS D
el Awmmsw o pSdug e Ew

4. BE - WHERARECTEALES .

5. AFHESHRBLCFFIREHRIEE 6 BRMANICEETADEREL IS ERERIEY
HBETTIEELSTZEN,
- SRS A e BV LET.



AR C KBDEFHEEDUZTCDNT
AL, IERTIRET D EHRRICREERFITEENBDET,

(EiRERYRI—BS 9 D¥RE]
o FED
SRISETIEZSRME (NTPR : National Transplantatlon Pregnancy Registry) ([C#RES

NI EORSSMAESE 990 SICHIFBIEIR 1547 HHCDWT, BT hMeahig
BORENHIEIEIRE UICBRIERE 18 HINSIER 26 ARG TN, 15 4HVEE, 1140
BARETLZ. COEENE1SHIDSE 46 (26.7%) (C, MOEHEFRERUEE 5 HBOE
M(LB), ABEOSERRGINEE (140), NEE (1), RCDEOER, BREANL_-7,
JNEEE, (DEEEASTIEZRT (1A) HEkETnEUk.
Nicole M Sifontis, et al. Transplantation;82,1698;2006
American Journal of Transplantation;Vol.6, Suppl.s2, p162;2006

O iFED
1995 NS 2007 FICHNITIRESNIEHIREBT —YDOHRE TR, WERCEIT7T./—
JVBBINES NIl 77 BICNT, BATREN 2541, BAIEEI=IREIRDEN 14 HilE
BEN, TS5 6 HICHDOEERHSNZELIZ.
Prescribing Information for mycophenolate. RISK EVALUATION AND MITIGATION STRATEGY (REMS) Single Shared
System for Mycophenolate,2013 )

RS, —HENIC, SRBEOEEE 3% |, BAREOEEIDITIRD 8%~15%> LiRE
SN TWET,
1) SEOARIEET 2015448 20150101 F4T
2) BRIk ESAIFH 2R 20000215 T

(TS B THER]

EREI A MR ARG S 50 (Segment 138 (&, 5w MERUVEEERTNIEER (CATE
HEERBLELE., BRIBOREAAEHESEE (Segment TiER) (&, Swv hRUDDF
D 2 BEBV, BEBRRIELERSRSHER (Segment TEER) (ESw MEAWTRBUSEL
1=

Zw I\[LBL\"CT’EE%{L.@ 20mg/kg/day =T, MEMWITIE 4.5mg/kg/day FTIIETEEE
[CREEHSNERATUILZ, Sv hOFRERAICIRSL, 6ma/kg/day (Segment 1)
DI SE TRIBRIT;MEML , 4.5mg/kg/day (Segment 1) B3DHERKRU 6.0mg/kg/day

(Segment 1) BOLEFRIBTECHIPERE (ER//MERE, SR, RBEE~NLZF
HME, BREAILTT, BIBIEAL"T, KEBES) haSnELiEs, 2.0mg/kg/day Tl
BEEREIHFSNT, HER F1 O£BEST, Bk, B8R, £makRiCE

3.0mg/kg/day FTEERIZHSNFEFATULURE, DHFORERARAICESL,

90mg/kg/day TEREMCHEISHDEECAT Lieit, BRIB(CERE T (DIHERi, BEEER,

Hﬁ%f\)b:?, IRz, gL —77, RBERIA, BT S, M@k, MEmie,
EMEE) FROSNFELEL. Ty hOBEARNEAENETIE 10mg/kg/day £TH
Eﬂ%@ﬁﬁﬁa&?}ﬂji BOERFEE, [BEHER, FEMER, SERRCHEBESDFERATL

fz.

IS ROH T 2L 250 BEGT I 21— T A — Ltk



(iR & B (S DLW T O] )
R DT, IECERICIEIES 28 0RICDWT, HEEFEBHRE L A—(CERTBIEN
TEFY,
HREEBRTZ>Y—
-hitp://www.ncchd.go.jp/kusuri/

[EE  ERESTHEALOXE] FOFMCOFFUTEIEMORMINE, PARTR—AN
— SRS IEE W (http://chugai-pharm.jp/hc/ss/pr/drug/cel_cap0250/prg/01_001.html)s
FOM, SFBRRETINELES, BHHEMEFTIEB S0,
FHROBIEFERICTEERE - CHRNDEELSBBVWELET.

(B8F80) BAH1 RS54 >ORRECETSREHIRR

® KDIGO H-1 RS>
Chapter 25
http://www.kdigo.org/clinical_practice_guidelines/pdf/TxpGL_publVersion.pdf

®ACRGL :
http://www.rheumatology.org/Practice/Clinical /Guidelines/Lupus_nephritis_(Members_
_only)/

® EULAR-EDTA_GL. : :

http://ard.bmj.com/content/early/2012/07/30/annrheumdis-2012-201940.abstract?
papetoc
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EROBFEELKTNZELELTD

FEE B8R - SERTR ETFELCATETY
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TTRORMIHNSHIHERA LN S RRERE N

eSO YT <, BRELESCETENDS
ns

ITROECHERATIEHICL— RECDT

RIEROHE TN ERER RN

R ICHERPIERCRALVCHET S S &7‘3‘55

BRBLCEI DT ENSS fERTICHET DN HD
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