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VI. CYP3A4REERI & DIHAIFEF TIIEE Lo
POZEFITHAT IS EEFDOHASREHUVETT

BEEORE - HE

S5V IFPEEDCYP3A4RRERIED

HARORE - A&
(BEAED1/28)

5871 CYP3A4RERIE D
HARORE - AE
(BEAED1/48)

1860mg
(8345mg. 57315mg)

1H30mg
(8422.5mg. ~757.5mg)

1815mg
(8911.25mg. #753.75mg)

1890mg
(8360mg. #7330mg)

1H45mg
(8330mg. #7315mg)

1H22.5mg
(8315mg. #757.5mg)

1H120mg
(8390mg. #7330mg)

1860mg
(8845mg. ~7315mg)

1H30mg
(#922.5mg. ¥737.5mg)
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NLINF9 > 0D$#3.75mg,/7.5mg,/ 15mg [=7'0]
ESBEIEICIERLTHEY. h D BEEDBARENRVEREHREMZ MO SIREOE TN

5. REE-RRICEIHET ER
(BREBFEEZHRMEDIRE)
51 UTOWITNICHZETIHEICERATIE,
- IAKSEBEN750mLU ETHB T &,
- BERBRARENBIR5%/FELU L TH DT & BRRARICIE. MRAIBSHE7/50mL LT B
BROEBINMEVEHTESNZBEZHEI AN
5.2 BSMBEBOIVFZF_0IU7 SV AR60mL/minFKEDEREICSIF2EMERTREMHEIE
HEIZL T LR BRPREHERIC (3 IR SBISEIF DI L7 F Z 0 JUP SV AB60mL/minld EDE
BB AN,

NULNT9 VBRI OEMABERREER " (TEMPOSER™) (& BHEEDN BRI N TV T A D EE
BRNMSECEALTHY . KRBT 22O ERBRERSICRTI SUREDHDEE (I
FZUIUT S YR Z60mL/minh DEEIBEE=750mLD 18 E fz(F 20 550 E TDEL
P)ERRELTVET MUNTY VEBEIOEMMENERSNTVDHRG. ERIKESEHN750mL
B ETHY h D BEERIEXNRENR5%/FELU L THDEETH B8, aERIeHIIC. EESEZH
EU. B Z CHIERKIEE V. R RENE T U BERUEREBEEZNRELTHS T . INSDE
BECHIZEMNERVZE MR FEISNTOLEE A

*1 : TEMPOZHER : Tolvaptan Efficacy and Safety in Management of Autosomal Dominant Polycystic
Kidney Disease and its Outcomes

*2: JUFPFZUIUFP SV RIFCockeroft-GaultxIC & W EH

* 3 1 EHERDENEE DER THA LERH SN B FEwLLLE. 50mET

1) Torres, V. E. et al. : N Engl J Med. 2012 ;367(25) :2407-2418
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(BREFEMSHED ST
EE. BAICRNUN TS Y ELT1H60mgZE2E (B345mg. #7515mg) (L9 T TROB S =By
%.1860mgDRETEEL RS L. BEMN 5 31EE(C1F. 1590mg (8860mg. 7530mg). 1
H120mg (8890mg. #7530mg) & BRI EDREFRERIF TERIEHICIEE T 2, 58, BEHCHLT
BEISHT A BSREF18120mgETET 3.

7.0% - HEICEHET %R
(BREFEMSHED SRE)
7.7 REBARZ BT D 1c D F T DIRSIFHBRIARREL LZE(F BT ENEFLLY,

7.8 CYP3AAMEERIE DHAEIF B ENEFELV POZFTHAT DIHE1F. TRZSHL.
FEIDAEREEZITIT Lo

5L\ (FPEEDCYP3A4REER]
BEORZE - AE

EDHAFORE - AE
(BEAED1/28)

1860mg
(8345mg. #7315mg)

1H30mg
(#922.5mg. #757.5mg)

@HIRCYP3A4BEERI & D
HARORE - A8
(BEAED1/48)

1H15mg
(8811.25mg. #753.75mg)

1H90mg
(8860mg. #7330mg)

18H45mg
(830mg. #715mg)

1H22.5mg
(#915mg. #757.5mg)

18120mg
(8390mg. #7330mg)

1H60mg
(8845mg. ~7315mg)

1H30mg
(8822.5mg. #757.5mg)

fg R

(1) FENFKFRIEAZBULTCHY, REZEINSEE T AR DIERFHRIEEZZER T 5L, BiEm4
R EZ I TIRE T2 LICKY BRI DBRZEITONDEEZISNE T,

(2) FEE EEUTHHEEERCYP3AATRBEEINE T CYPIALEEERAZE I NZIFV—
W I3URONA Y VEERRZHALISE . A OB EE S N AR OMERPREH L
HIBDT. HAZRIIDZENEENFT,

POZEITHATIHGF. KRZSRL. AFDRAEREZT>TIEE L,
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R. B3aFENZREDSREBICHITZIFEDHEE - A=
120mg/B%BX3HAETO

/A - Z2HR EREINTLE A,

120mg/H

& ERELLEES L. BEED
BHOSNESICEE

© BEEICHU TEEER
© OEHrEET ESIHE

A POEETCYPIALEER& |
HETEAEEE ' &7 30mg

Y BEEOBBEDHZBEHE

60mg/BXRimNDAETORMMERF. EEREINTLEE A

— 90mg/ !
(FUPF=VITUFSIR mg/H &%
30mL/minZiiE)
E 575 30mg E
60mg/H 94 | s
&7 15mg !
- «
CYP3A4E=.§|JEEFH 60mg/B Fi
HAIXEET D EDEELWLD,
POEEITHATDHESE.
AEIDREREZ1T5 T &o
B5a5

#5Rm
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CYP3A4[REA & DEEIEAICDONT

| BE{EA. HAZER

10.48E1ERA (85 kid)

AFE EEUTHRBEHERCYPIALICL >TREES NS X PREEHDEETH AL LBIC. PREEEAN
DFREFAZHEY %,

10.2 HAER (HAICERTSIE) (—BRtk#R)
FRl&F ERPRAEIR - HEBAE #r - elRET

CYP3A4PBEEAZR I 2FH| RHEBEROBEECL) . FEO | FEIONHERTHD
ThIFV—ILROREARFET) . AN53F | FRAMEERITZEZNNHDD | CYP3A4ZEEL. AA
V=)L ZWIFV=IL.I3VRORAVY & T.INSOEAEDHAIRE | OMRBPREZLEFS
TJU—=FoN—YIa—-R (FBTENLEHRLL, T2,

16.7 ZEYEEER (—IBIRE)
16.7.1 +aFY—Ib

BERAICSVT. BARCYPIALDEEERZEE T DT M IFV—IL200mgEL/NTFI > 30mgDiH
FITE . MUN T Y DCra U AUCIEZFNZEN3.5E R U5.4MEIC1? (HHEAT—S) .
16.7.2 Z)LaFV—IL

BEMACBVNT. PEEDCYPIALDOBEEREE T TV IFV—)L200mgeML/INTT >30mgdD
HAICKY. MULNT IV DCra i CAUCIEZNZEN . BER V3.0 212 HEAT—9).
16.7.3 JL—FII—YI1—2

BEEREACBVT. MUNTI60mgZECYP3A4DEEEREE T2 L—FIIL—YIa1—RICKURR
FUE. LN T I Y DCra CAUCIFZENZN.IME RO 6T 12 HEAT—9) o

SE:CYP3A(CYP3A4K U'CYP3AD) ZHE T X 10FH (vivo) LFEEEE

PR EEZ3 R IS
BWLVASE HEER | (~S3FV—IL | A NUY—ILATEIL
HEEAES TP T VEBEEDAUC
\ S < N Sl . - _ - . . _ —— R
%Z\{;&L'U:[ s = oate S Al MEYE | J35URONAYY | FSUDYREE. ISUREE/RSa4vOvS
IS OIS BB | NS/ DVS VR &k

= p=d
e oo (RS | MEEA | TWLAFV—IL | IIWAVATRIV/RSA YO TR

1/2K5%1/5 EITREAY)

MEYE | TURONAYY | TUROVVER/sEEsER
EEDHACBERERIRHOIDOFEYEEIERAA RS (FEa305F78238) KUIER

2) Shoaf, S. E. et al. : Br J Clin Pharmacol. 2011 ; 73(4) : 579-587
3) FDA Center for Drug Evaluation and Research : Application No. 2044410rig1s000 : Clinical Pharmacology Review
4) Shoaf, S. E. et al. : Eur J Clin Pharmacol. 2012 ; 68(2) : 207-211
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| ’KBHEICBIT BDERT
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1) BRZKBES DIE T PERKERDFIRRICKL . T+ (CKAHHEN TERVEEF. AR ZREH DV EHKRET
3T &,

2) ASZIEENIIRETEHEER. RHIRMAEE(LITERTDI &,

3) BEERICIHFICOE. HAREDERISEFRI DI &,

FBESHICEHRA - BEULTLEEEWLWT &

ARIRSPICOBSEHROSNIEBZEICIE. WOBKURAICKDHIEZITDLOEE
THRITEBELTLREETV
BEAKEEIR (OERRDFFR. REFIR. KIRRAEFL) HHoNciEEE. EEMICERS
TBLSBELTLEEW

MERIICOY P1~2F80 DK ZRDICEIUL. T, RERIDOHRI &ICKS =HE
TRLOIBETAICTBELTLRESWL
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BlEIESULRBNTLES

Mm‘FﬂzﬁEEﬁ&“b EII}ETNJUA F%Iz%ﬁ&“ﬁu\ﬁﬁiﬂﬁﬂl:lat%ﬁﬁ

AR DKARIEAICKD . FF MDD LMEN HSHNBZIENHBD TR SHIBEDRAEIEHRICH VT
(& KEEICMEF D LAREZAEL. FEFIRSPEABLEBATEIFREL TEE WL,

SRAERICEF MY LREZAEL.EF MUY LMAENEEHSNIE
S MEFFIYLREZRIEL. IEEIJISﬁU?z%U)iETE#HIi‘ﬁbT&J:ZK
S EY X NIIESICRYIES ERIBUTSESL

AEFEFEEHEM DI Z DT KZERNICHEE S B A ERZR S R SRBERICKERKFIRINR
HHEELE T

BSEGHEICIE T MDY LREZAIEL B MDY AMENRBHSNTHEEF RIS D LR
EOEFRICK) ZBEMHRBEREZRIBZNNHEDTUEFNDAMEDRERZHSHICTDEE
BICMEF D LREZRIEL. EEICAFIRSDES ZHI U £ T IS EY EHIBS NS EICR
RS ZERIBLTLIEE W

BB A BEREIREY

BB E MR BEREE K T MU D AMEDSRFBIERICECT T MiF-AFHERDEEE (S EIERD
SEEICED X TERA T ERRISEIFFEICEVFT T  HEERICIE BRI R R MEIRMREIC K D ESRE
2O N EE. SRR, REEN G, BlEZSORHEES. B AR PIEEL. BAUIADIEIREF SAEIRED
EEDHRULE T RBEEREERE IB TELY T V). BhOEREHRIRES BIFREINF T A B
HOBERPRKICOREZRDDIIENBIET REELFFEEBMRI (Magnetic resonance imaging)
DT 13@AER TRES. T23&FAE . FLAIR(fluid attenuated inversion recovery) 8 ClFEESELT
RBHENFT,

5) BF5E  HARSE 2014 103(4) : 849-854 —Ejik#%
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W &7 MU D AMAENERD SNIEZEF. i 18 gomg (§H60mg‘ 97530mg)

(#ii8) 18120mg(8890mg. #7530mg)

BEULRVTL T,

J\‘E'F RSB ‘ ‘ ‘ ‘ ‘

RSRIBEICRE FKEECRE (W< B A 10IMRE) Dia EHRBIMRE (IR5P3HEET)

| 27 MUY LMAEHLFEIRUTAZE DX

EEEZEBABZMET MDY LARED EENHONIIHEICIE BESICAEIDESZH U ERICHU T,
BRZ SHTKDHHEEFE DB RUEZT>TIIEE L,

| BZKAEIR DEEER

AE& KD 72 ERPICHE S B 2KFRE T T s RBBFIRICKUBKERD HSDNBZBZNHHIR
T DT AF 2R SFREHICHRKERDRVDNER U ERDERHSNIBE VBRI HEL TH SRS Z
FET 2UENGBIE T,
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FHIDEIC LY . EXBHERSENRBREULENNREINTVS
TENS MBS VA7 S F—EERUEEVILE/NEZ S HI-ITHEE
BREZ W I ARSI N UIESIFICRREL. KRS PP 6 E
HATORFHERBEZRMEIT ST L. T . RENROSNIEZSICR
E5(Cig5ZhIE L. @ NEZ{TS &,

IR, ERIMTEERSSOHEERS (FReFEBESREED Sk
BICSHITBIHDSRZRL) REZDEERDHDHFEESAICIEIZSUR
WTLIEE L,

| F&geDE=9U Vo

ART TS ZRIB L. FFEREZE S, BEIICRELTLE
SV FEBSPEMRELLEHATERBLTLEEL,

O e

- ISMERTR,. FERIMEATEAERESE D —
- ! e - BEFAE 1H 60mg(8845mg. ¥7515mg)
BEEENFEHEREN B\ T & &SR l 18 90mg (8360mg. £730mg)

" FFREBERE DRIE (#18) 18120mg(8A90mg. 7530mg)

¥ \ 4

AR T TSRS

RSHERIICIRE IBERICRE (WM< LHR1HIMRE) Diad £H A1 OIFRE (R 50h(SHER)
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| FFEEERE N ERHSNIIZE DI

AST(GOT).ALT(GPT).7-GTP.Al-P. EUILEVED LR ZHSFHEEEREN HSON SUEFAZ(CE
BTENBBZDT HRZTHITATV. RENRDOSNIGEICFES [R5 2D IEL. BRLE=Z LT
TV F e FHEBERENDE T 2 TIHAO [CMRIRBEZRE T DRERTZ T (CIT> TS L,

BESTARUTHREDAICHA - EELTVEENI L

AEIRSFIBICIILS . AR FHRRZTTAS B 2 EEITIF BV E P EE R ITHEEEEH
RIRT BB ZTNHH B & BYRKDERNOEANLSIREREEFICLDIEZIVVT
DEFENNRECHBDIEZZH. AFIDBENMERUERMEZEZZFS AICTRICHALER
ZFTLIEEL,

FFEREREE 2 d O REM D HDIEIR (EH . BMAR. A_LIEER IR, 1B &R, BB E)
HHFONEBESIE. BEBICEMIOERTALSBBELTLIEEL,
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ERBFEESHRMEDSIAE (ADPKD) BEZEMRE LHERICHIT SRS ORERR

ADPKDEEZERREULTNULNT S 60~120mg/BXI3 TS tRE3FE-RS Ui IS5 asmiR" I
BVT BEE LROD2EZBR2HEVILEY LR D DEEE LROIBZEBABMBEALT (GPT) EE X ME
AST (GOT) L&H MUNT I 58D 2BIICFRDSN e, Fe BB EPRD2.58Z X BALT (GPT) ERE D
BEREN TSR EERUCMNUNT I VRSB TR DI (MU TSI V15896 06Ith4761 (4.9%) . TS5t
WE$4836Idh664 (1.2%)) o

NUNT I VG S5BICH T DEEE LRDIBEZBZDALT (GPT) LRDZL(F. 12561E3~14H0BDREIC
sHoNFELI,
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