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5L [FHEFEEDCYP3ALEERIED FHJIFCYP3A4PEERIED
BEORENUAE HARORERURE HARORENUAE
(BEAZED1/28) (BEREDI1/48)

1860mg 1H30mg 1H15mg
(#345mg. ~#7515mg) (8822.5mg. #757.5mg) (8811.25mg. #753.75mg)
1890mg 1H45mg 1822.5mg
(8860mg. #7330mg) (8330mg. #7315mg) (8815mg. ~737.5mg)
18120mg 1860mg 1H30mg
(8390mg. #7330mg) (8345mg. ~7315mg) (8822.5mg. #757.5mg)
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NLINT9 2 ODEk [TE]
BEEHNELCEALTHY. 1D BEEDENRENENVERERMEMES RO SIE OETHIH

5. EENIFRRICEHET HiFE
(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



®

L (N J
®

°

| HiERUHRE

(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.RERUVARICEET 3ER

(BREEBIESRIED S )

7.7 REBBRZRF B8, F 5 DR SIFHER AR LT BT ENLEFLL,

7.8 CYP3ABEEHIE DH#FAIEIT DT ENEFE LW POZEFTHAT BT, TRESRL.

BEORERURE

1860mg
(8345mg. #7315mg)

FEIDAEREEZITIT Lo

5L\ (FPEEDCYP3A4REEA]
EDHABDORENURE
(BEAED1/28)

1H30mg
(#922.5mg. #757.5mg)

@HIRCYP3A4BEERI & D

HABORERURE
(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)

(1) AHNSKFRIEAZBLUCHY. REZBINIS B X T . AFDIEREHRIFEZZEET 2L MEm4
A EZIITIRS I DT EICKN  REDBRZEITSNDEEZASNE T,

(2) FEIE. EEUTHHLHEERCYP3AATRBEINE T, CYPIALEEERAZE I NSV —
IV ISURORA Y VEEREZHALISE . A OREHAEE S N AR OMEETREH L
FI2DT HAZBIFBIENEENET,

POZSITHAT G RZSRL. AFDRERE ZT>TIIEE L,
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120mg/B%Z#EZ 2RAETOD

/A - Z2HR EREINTLE A,

120mg/H

& ERELLEES L. BEED
BHOSNESICEE

© BEEICHU TEEER
© OEHrEET ESIHE

A PTEETCYPIALEEFS| & |
HEATZESEEHE

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
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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)
FRl2FH ERFRAEIR - HEBAE & - elRET

CYP3A4PBEEAZR I HFH| NHBROBESCIY. FAD | FERIORBERTHS
ThIFV—IL(RBOREARRFET) . AN53F | FRAMERIZSZNNHDD | CYP3A4ZEEL. AE
V=L ZIWAFV =L ISURORA VY & T.INSOEREDHAIRE | OMRPREZ LR
JU—=FIN—YIa—-R (FBHTENLEHRLL, T2

EYENE

16.7 EVIEEIER (—IRRA%)
16.7.1 ¥8aFY =)

BERAICSVT. BARCYPIALDEEERZEE T S M IFV—)IL200mgEL/IN TSI 30mgDiH
A& MU TS VD Crax B AUCIEFZFNZFN3.5ERUS.MEICIE1? (HEAT—S).
16.7.2 Z)LaFVY—IL

BERAICSVNT. DEEDCYPIAADBRERREG TS 7ILIFV—)IL200mgEMLINTFF 30mgD
HAICKY. MUNTI Y DCraROAUCIFZEFNZENT.8ERU3.0EICEo122 (HBEAT—9) .
16.7.3 FL—FII—YIa1—2

BERAILSVT. MULNTIV60mgZECYPIALDREEERZEE T L—FIIL— Y1 —RICKURR
AUEE. MU TS Y DCra AUCIEZFNZN . IERON 6T 212Y HEAT—S),

SE:CYP3A(CYP3A4NUCYP3AS) ZFHE T B X1 FH| (vivo) EFREEE

P EZ AL EBIES
BUVEE FEES | ANSIFV—I | A RUY—ILATEIL /R
1RSI L BEEDAUC —
%i\{?L)U:kJ:ﬁ(CL/FbH/SﬂE;’ﬁ(L_ B | oSUROYAYY g;:j;;ﬁl;iﬁé:jjn/gcjj
— EBREA | NS/ DVS Ve 8T

= =
ey P WEEROAC | MEER | TLOFV— | IINAYATRIL/RSA YOy TR

172551 /58 EITHEAY)

MEYE | TUROVAYY | TUROYVER/ ST
EERBRSBEREREEDICHDEMIEEIERAA RS> (FH30E7H23H) (R1-5&WIER)

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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3T &,

2) ASZIEENIIRETEHEER. RHIRMAEE(LITERTDI &,

3) BEERICIHFICOE. HAREDERISEFRI DI &,

FBESHICEHRA - BEULTLEEEWLWT &

ARIRSPICOBSEHROSNIEBZEICIE. WOBKURAICKDHIEZITDLOEE
THRITEBELTLREETV
BEAKEEIR (OERRDFFR. REFIR. KIRRAEFL) HHoNciEEE. EEMICERS
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AR DOKARIERICKD . FF MDD LMEN HSHNBTENHBD TR SHIBEDRAEIMSHRICH VT
(& KRBT Y LAREZAEL. AR SR DL EBATEIFRAIELTEE L,

SRAERICIEF MY LREZAEL. BT MUY LAMAENEEHSNIE
g%, MiEF~UY LI F’a’:?ﬁIEb\EEL.Iﬁ'Hz‘—:T@;E"’E#HEﬁbLJ:Z\
S EY EHBENIIESICRRVIES ERIBUTESL

AEISEBHREHEHOBIZFO T KZEIRNICHH S B AERZES IR SHBBERICKERKFIRMR
HHEIELET,

BSREEIICINE T ND LBEZAEL RN O AMENZRHSNEBEF RBRIIE T D LR
EDLRICK) . REEMRBERBEZRITBZNNHIDTAEFT NIV ALAMEDRAZHESHICTDEE
BT MBEFNIDLBEZRIEL EEICKRIZSDES ZHIRUI LT RS EY SHI SNBSS IR
NS5 ZRIBLTIEEV

BB A BEREIREY

BB E M HRBEREE K T MUY AMEDSIRFBIERICECT T M- AFHERDEEE (. EIERD
SEEICED X TERA T ERRISEIFFEICEVT T  HHEERICIE BRI R R MEIRMREIC K D ESRE
2L NEE. SRR, REEN S, BlEZSOCRHES. B AR PIEEL. FAUADIEIREF SEMIRAED
EEDHRUE T RBEMEHREEREIB TELY T V). B EREHRIRES BIFREINF T H B
HOBERPRKICOREZRDDIIENBIET REELFFEEBMVRI (Magnetic resonance imaging)
DT 13@AEG TRES. T23&FAE . FLAIR(fluid attenuated inversion recovery) 8 ClFEESELT
RBHENFT,

5) BEE : HARIE. 2014 103(4) : 849--854. (—IBHkiR)
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EEEZEBABZMET MDY LARED EENHONIIHEICIE BESICAEIDESZH U ERICHU T,
BRZ SHTKDHHEEFE DB RUEZT>TIIEE L,
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AEE KD ZBROICHE S B BKFRETT . SBRFIRICKVBKIERD HSDNDBENHHIE
9 DT A2 SHEHICHAER DR VAR L ERD RO SNICGEF BRI ELTH SRS Z
FIET DUENBIET,
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EETLIEE LY,

FFEREREE 2R g O REM D B HIEIR (B  BMAR. A_LISER IR, 1B &R, BB E)
HHFONEBESIE. BEBICERMIOER T ALSBBELTLIEEL,

13



14

000 ¢

o 000¢

000000

0000 OO0

e 0000 o

° o0 o000 o000
® 000 o000 oo o
© 000000000000 o0

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
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