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NF kB R AP-1 EMHEND VA NI A L EAOFECHIISE T ORBIELHFH L T D
HRANER G 7 OMREA MK L, 2 BROZHEREFEE LI2GEE, VAR F U EoikEs
NToHLEZLRTND B —J GEmbigFII2E ch s, Vo SHilkns T U v/ 3Eko
WEH 2T 5 LIRS, £ OHIECTEMALITR D A 2 —a A % (IL) -2 OEAZISIL,
BIZT A M=V RERET L 2 EFICE MR T U o SEREA KT S A 2 s
Do iz, HHEROWEEER AR REET D LI, v/ a7 7y —VORR - R EERE,
TNF-a., IL-1 72 EORIEPEY A N A ALY > ER~OHUFIRREREIZ L VIR
PE R OV S IC B 5, IS, I B U U SERER AR T &, BRI AR 15 o
R 7Y VEAREZIKT SE 5, ZRHLUSNC b | AFBEERCAH R FEER | IR I S 1 b 5 19,

Va v 7T AARKOEREF & LT, 74 Y Y —ABEORZE, fREREEOSE, [
BB E OFEALIE, REROWER VDY 3 v 7 iR ED %N HE STV 5 Do

[11][12]

o



(2) FEhEEMF T HHABRAE
HEMEZ > M RhXvrvay 7 2RI S8z, IRBEOAEGFEN OO L X X
AR R AT VS N Y A 10 mglkg ZFRIR SIEAN LTZEE (n=10) OAGFRIL
90% Td - 7= 13l

(= #)
FVI—1 BORTOA FOIRBYER &4y (14
Ji k. .
R ) g } I il
R Cn R | Gamgy—n) »a| [ | L) HPA S
K ) “mg | P | WA | o) | T | (mgiday)
me YR YR ! v meeay
S R E Realrsry B
Shoriﬂi (o B 2T ) 20 1 1 15 8-12 30
acting VT UEEEE ATV 25 0.8 0.8 1.5 8-12 37.5
FL R=vnmr
(B 25 5 4 0.8 2.75 18-36 7.5
I AFLTL K=Y
Intermediat / N .
ar;ﬁerf;ne iate (B 2T ) 4 5 0.5 3.0 18-36 6
VA=V
(7% b= 1) 4 5 0 4.2 24-48 6
, FEYP AL ) i ) )
2 )R (— U w27 1) 0.5-0.75 | 25-30 0 5.0 36-54 0.75-1
Longest N RABT
ti ; . ; ;
acting () S 25 0.5-0.75 | 25-30 0 5.0 36-54 0.75-1

*1: AVF Y =0 HWE (20 mg) ([T D&GE

*2: ABEMNEE LT a4 e LTOI LT Y —VORSRERR & avF Yy —VoOBREER GLEaLFa
4 FEA) 2N 1 Lzt &oahitk, 2B, aiLF Y —LofEarFas MERTEE 21T 2
A4 FMEADOK 15501 & ST D,

%3 B G & 0 R PRS- FIE(A-BI8 % (HPA : Hypothalamic-Pituitary-Adrenocortical) #§HE % ##H4 5
LEZLND 1 ARG E

(3) fERFIIR - FHEERY
DR L



VI. EMEREICEY 5EE
i HREOHR

1.

(M

(2)

©))

(4)

BEEEMLGLTRE
MR L
BRREAABR CHERIN-MPRE

RVI—1 (2R3 B0, MAVEIFHEE 5 HIC_Z A XY 100 mg IZHYS 5% 2 2
VU UVBREAT VT R U AFEEFHIRNES L2 A ZY ) VBB AT )V R
T AE, BHEZICEWMERREZ R L2, ZORSEIZED L, 1 REE&ZICIE 690+
480 ng/mL (CEYJE LARHERRZE) | 2 Refff2121% 40140 ng/mL Th o7, —H, %%MN&
A K D MR IO T2 128 L, 1 R 1213 1230+ 160 ng/mL, 2 FEE#IC
940+110 ng/mL. 3 BFf##121% 790+ 40 ng/mL Tdh -~ 7= 181 (HiEEE - HPLC) o

RVI—1 REAZYV2100 mg (CHYETIREZAZYVYUBIZATIVF MYDLE

I miEshiEpE
(ng/mL)
12000 —2
5000 |-
—— R RAFT
oo WA AN ) VETZTIVF RU T A

i 4000
A
H
B
B 3000 f

2000

1000

0 L1 [ ‘\'0-.__ 1 L 1 1 ‘\}—7}‘"‘1—'—-#_@
5 1 2 3 4 5 6 12 24 48 (hr)
R
SER i = AR

hEis
BRI L
BE - ftHEDTE
BRI L



2. RYEER/5A—4
fERERRN 8 BllT_Z A 2 8 mg ITHIY T oS ALY ) VT AT T U U AT
10.6 mg % HREARNTES L7c & & RPN ST A — 2 I3RVI—1 O LB ) Th-jz 16
(M7EW - HPLC)  GMEAT—4)

RVI—-1 FEMEEME)/ S A—F
(RE ALY T AT VRN R, NSRS )

c T T wiis | AUCs Eﬁx &5
mgml) | (mim | (mim | @ | egeminmny | 70T 7ER| 70T TR
(mL/min) (mL/min)

101 19 335 £ 51 84 46.3 = 8.6 95 = 3.0 178

(ML - HPLC)  CHAfE = AR YR )

(1) fEHE
BRI L
(2) RIEEFER
ALY R L
(3) HREEEH
YR L
4 VU750
IRVI—1  FEMREGRAI N T A —2 | B
(6) HMBEHE
IRVI—1  FEMEREGRAI N T A —2 | B
(6) ZDith
YR L
3. BEH (REaL—P3v) @i
(1) A&
BRI L
(2) NS A= EHER
BRI L

4. R

BA=RPNA



5.

VoKl

(1) %k — A B8 P9 & aE 14
MR L

(2) Mmi&—raEEMEEE
AR L

(z #)

BHDOREZ ALY ) VR AT VG EFEDT — 4
NEALZ LT 6 mg ITHYTHEZREZAZY Y VBT AT V) B 7 AKX

B AR VEIBT ATV 6 mg BAENREHRNNES Lz, 1 KE#BEOXZ 242

O RHRME R L 76 ng =V F Y — VR /AL, PR 14.3 pg 2V F Y —

N EAL Th o7z BT (AEAT—4) |
FTo BHREEARIC SHAZGR AR X A XY ezl 2 A, 2W#E, X2 A2 D 7.1%

2N 11-4 b ookicisfi sz D8 (in vitro)

) FiA~DFITH
R L

(z &)

Jnaangdaf ROPIZIFRAFT~BITTD2000H 5,

T R=yuaror—X#

DSH-AE# 7'V K=Y r Y 5mg & TR OBRARIREAOEE Lz L &, 24~36 ik DL
FEFLPIREIL 0.09% TH Y, 48~61 KR ICHW SR 1 L 658D 0.14%
CEHE) nE sn- 9 E AT —%) |

2) 7L R=Y1> 10~80 mg/H % 6 FlOBAIm TG Uiz & & REFLHIRE I RB g
BEED 5~25% Th 7= 200 (IEN - HPLC) GHEAT—4)

4) BER~DBITHE

NRERAR) ) R AT )V MY 7 ADT—H
7 EEFHIMAE 5 FIC_Z A X2V & LT 8 mg ST HR_RE ALY Y VT AT

o N U T AFEE HEIFRIRNER Lo & & WEMETORZ A2 R, &5 1 K

HBTITMETREED 1/10~1/20, 6 BFE#% TIE 1/2~1/3 Th-7- 21 (JEk - RIA ;

Radioimmunoassay) .

(5) ZTotoMBH~DBITIE
AR L

(z &)

NRHE A5 20 mglkg DAERZREEE LT BEKRE 7 ~ b (Wistar &, n=5/Ff) gl

([CHG Uiz & 2o Fsafh OMA - NIRUERS . gL REE— 271260 0% Th Y IR

Wi 27 5y Tdh o 7= (221

(6) MITFEHEEE

b b SR AR A I 6416.0% Th o7z 16 (AIEE : HPLC) GRSl HE R, 10 f)
HNEANT—5)



6. X
(1) KRB R A BHREE
MR L
(z &)
RYE AL DT —H
fdFE 2 PIXOREED AT v A Rae&Gh ol BE%E 5 fill SHAEGARZ A2V
(75 uCi/mg) @ 5.3~25.1 pCi ZRXOEH L7z L &, JRPICELE LTREMKE, 11-7 R
m A (11 B -KEESEDERL) | 6 B -/KER{LIK, 20-2 b Frfk (C-20 K20 B V7R =)L IEDIERTT) |
6 B -KEE(L-20-V b R KL UMIZDED 11-7 8 Fu-20-2t Rufk, 68 -/KiR{b-17-4 %
VARDAFAED R S T, RPIHEMRE SNV BURTEYEDK) T0% 03 7 v 7 v VR AR,
15~30% NI EETH 7=, A3 MRITEIL SR 28] (UIERE - ks v F L —
varBHyrg—) GMEAT—F) .
NRERAZY D=L C-6 (i fRET 4L 6 B -KBRLIKIZ/R D, £ DERREHBERILT
7 u—2 P450 (CYP) 3A4 Th % [241125]
(2) RHEICEET H8FE CYPH) OHNFE. F5X
[VIL 6. (1) fREHNALE ORI | DTSR
Q) VEEAHNROEERVZTDEIE
Y LR
4) REVOFEOEERVEMSL., FHELE
REIREETH 5 O
7. Bt
(1) HEtEAr

X [ [15]
(2) Bk
ISR TR 5 B Z A & 100 mg (M2 R_Z XA &2 ) VR AT ) U
U LEEFIRNTESR L7 & X 6 R & CORPICHERERSZ A XV R ORE X2 Ty
o A RITIZIE R SR v, W5 &2 OR 7 BRI 5% Th o 7= 18] (lE
1% - HPLC) .
8. FSURKR—A2—IZEET H1EH
MMEE L
9. BENMFICKBKREE
Pt e



10. BREDERZEHITHEE
ZHER R L
(Z &)
REABS DT —H
B REEE (HE&RS)
BVI-2 (7R3 eB0 ., EHEEMATRES 3 BIROITHEALE 5 fillcxZ A x>y
1.0 mg T 1.5 mg ZHEREOEG Lz & &, MiEFRF A X RO TRRIRIZ D
L. 24 B2 S 22 de i s i A7 LT,
1B PEFR RS TR, GRS A2 L S 260 (IEEE - RIA) |

HVI-2 #O/S&ROMBEPRE (REFEEESE)

(ng/dL)
1000 *—-s 1.5mg
I ( O--==0 1.0 mg
G
EF‘
~
74
A
% B00f
N
b3

1. Z0ft
LB L



. Re FERLEOXEES) ICEAT5EE
1. E5ERBLTDEH
BREIN TR

2. EEREFLETDEH

2. B2 (ROBEHIZIFBELLEWLNI L)
2.1 KFNO R x; LibBoE OBEERE D & 25 B

(&)
HHRGICLVEERBBEZEZTRBENNH D,

2.2 FRET VLY UFREKTIY (BB AEBZRIC L 2 KEHEER) 25T 0BRE
[10.1 /]

(fi# i)
VI 7. (1) PEAZEZE FOFE] OESMR

3. MMREXFIMRICEET HFE L ETDEMB
RE S A TR0

4 RZERUVREICEET HIBLTOER
BRE STV

5. EELGERNIR L TDEA

8. EELEXMIEE
8.1 RAIDEHIZ LY | FHFEIE, FirsIEmE A ERE R 2, WLBTES . FEIRIE . IS

HEDHEERBEAR D 5bNE ZENH DD T, KAIDOELIZH 72> TXRDIEEN S

BLTHD,

8.1.1 AT, AAMRE-PIKESUTRRBITEG T 2 & BmiI Rz 2L BH 50

T, WOEBENPLETH D, [11.1.2 ZH]

- ARFIEEGANIKE XITRE OB PRI O A B A2 R 5 2 L,

KSR SUTIRRE OBEE D 2 W EBEIZEB W TR, AE TS~ DG 2 i) B < L 5 # i
ForIRBLRE S BIER AT O T b RN LAY LA ICE, BEbhIcw2T
HEOEEL, WURAELET DL L,

« KEXIIFRZ OBESC T E2Z T2 RNHLBRETH->TH, AFIFEGH T, K
o TRIB & RIET D AREMERH 2O TRET HZ L,

(fig )
RIS R BT AR L L UK A 4 5T TS SIS ) I L7 & x| Gy BsREIEFIC L 0
FEIRSEIE L EEARRE T C o L OWEND 5 (27 128 (201,



Z #]
Physicians’ Desk Reference 56th ed. Montvale, New Jersey : Medical Economic Company Inc. ;
2002. p3098

8.1.2 v a vy 7 IREBOBHEITIT, va vy ZIERPUWESTE, EHICRGETIETSHZ L,

8.1.3 k., &E5E2AICHIET DL, L EITHE, . BACRIE. B, fHRgE. B9
B, Va v VEOBNIERNH DN D Z B LD T, HHEEZPILTAEASICIE. i
R T A7 SEEICITY 2 &, BERIEIRD S S b 85E8100. EHICHKE I &
T5HZ L,

(fg &)

N L0 BIRBEOZEMN TSN D7D, e lZE L CRIBEREDRIE 2 a8 L, HEll
T2,
Z &)

BAVEE © AT A FHIOEOS; LT CREF=RRHR) . # L © BTLA 5 1994, p83-91

8.2 AHIOEMH DI KRERGETOBRE, UIEGH L% 6 » AUNOBRE T, ok
BENMETLTWAZERHY, EUZF ORI LY . U7 F o mkOmYL 2 M i
Fi S E52BZNRHLDOT, TNHORFIIIAETV IV F U2 LN L, [11.1.25
iy

(% )

VRS FAEY 7 F L OB CEO FHEEM HEER] © TRIBEEAT 1A FHI LR OE
A (7 m 2R Y CREITE) F) OIS, TR R B 2 R o 3R oK 5252 1 Tn
LF . FRCERHS 5 WIEIRERGZZIT TV LE, IEKETIEE 6 » HUNDOEIC, £V 7 F
VEEMET L LRIET DB TNRHLDOT, AR EEHM LN L, | LEERE STV,
(= #&]

HAVNRBLER ks TSR E RS © PRERT A F 71 2 (1996)

AR ZARIED - PUIEREO TSI (B9 . B ¢ LfCHIR 5 2003. p36-48
USP DI ; Vol. I, Drug Information for the Health Care Professional, 25th ed. Greenwood
Village : Thomson MICROMEDEX ; 2005. p975-1001

8.3 HAIC L VIRETLHE, ENFE, BEANELZ KT ZENH LD T, THNITHRELT D
ZEREE LY, [9.1.9, 9.1.10. 11.1.8 ]

(fig 1)
VI 8. (1) EARZREWER & HIHER] OESM



8.4 WEHRIEDGIEEFRIHR L TV o TRIE TR X & UK (D 25 L7z
BB EME Y U — B 2Bl L7 L ORENRDH D, AAIEGHICEFV 220 E 5. 5HE,
BFENED DN HAE, BEaliEs UV —BoRIEEE Lz E bl el z1T 5
&, [9.1.17 8]

6. REDEREHI HBEICHT IR
(1) &HHE - BEEFOHLEE

9.1 &6t - MEEZEOHLEH
9. 1.1 U FOBFITITIEE L0 2B S B S DB A ERERS Lz L,
(1) BENEREFOFEELEVERE, 2EOERENES
SoEREREMIHIERIC X v | SERDEET 2 2 &0 b 5, [11.1.2 B[]
(fi &)
JhaanFad Rg~vrza7y—T0 IL-1 XU 288Kk TL-2 O 43k % ] LT
R g EPE T AHAL OMERE &2 I U BURPEAE 24K T S SR 0 ) & il 4 5.
(z &)
HREZZHI ¢ BRIR & AR, 1993 5 20 ¢ 319
BAIEEZ © AT aA FRIORO LW (R ZRBRE) . B« FILE ; 1994, p52-55
EHIE © JREY. 19935 27 583
BIEZE @ J59%. 19735 55 : 833

9. 1.1 U FOBFITITIEE L0 2B S B S DB A ERERS Lz L,
(2) BMUHEELZECL-ESE
DAL LIz EORERD D,
(fi #1)
N aa)F ad NLat L sEOIREmfE 2 HE L, Sk 2/gd L, OEREA i
WL EEZ LTS,
(Z &)
RIS © BRI, 1993 5 41 1 1532
FEHZE Dk 1995 5 27 £ 989
Takayanagi, K. et al. : Angiology. 1990 ; 41 : 662-666 (PMID : 2389846)

9.1.2 HItMEZNESE
PSFAIAHE M E N C L0 | TESRE GRRRER) NEEILIBThrH 5, [11.1.4
ZR]

(fF )

Jva LT ad RIEEASIEC IR U CHLR IR, B A BB IR X 0 BRI o 7
EEMET S, Eo, iR STV UEORRR AWML, BRI, Tnxg s vr
EOPHIN T2 WIS E 5,




Z &)

BAEEZ © AT a4 REIOBROS LT (B =85R) . B @ MILE 5 1994. p55-56
BATSEIE 0 R 19695 231915

9.1.3 BRRDBE
PERTAMEM S L0 A BR- U, FERPESEET 2B Thn’dH 5,
(fg &)

[11.1.3 2]

T aF ad RIZEREOHEN, BREROMEERSER S 2T 0o FEREZRAESE
LHFFLEZ LN TND,

(= &)
LHEITE ¢ IR EHFZE. 1994 5 71 1 92
FESTETR ¢ hRE S MRS, 19955341 7

9.1.4 BRXEDEE BEITHREFFOFELLGVRRE, EHOEREZRC)
TIEREREMIHIERNIC L 0 | BYYENEES 282N H %,

[11.1.2 ]

(fig 1)
MVIL. 6. (1) &0HE - BFERES 0 b 5 HBE 9.1.1 (1)) OHESM
(z &)

B ZZHI - BEIR & Y. 1993 5 20 ¢ 319

BAGEE © AT aA REIOROF &V RE ZH ) . 30
EHHIE © JREY. 19935 27 : 583

EIEZE @ J59%. 19735 55 : 833

D FEVLAC 5 1994. p52-55

9.1.5 HBRMERENDESE
TAREREIHIEIC L0 | JERDE ST 28 Th i d 5,

[11.1.2 ZHR]

(fi# i)
VI 6. (1) APHE « BEEZE0H 28BE 9.1.1 (1)) 0ESR
(z #)

KEEZ © AT aA RRIOEOTT LENTT CREF ZRBR) . H R

PN

HINZZRI © BEIR & A, 19935 20 - 319
e D FETLA 5 1994. p52-55
&=

0.1.6 BIESHAELDBE
GREMSREITEIEIIC £ 0 | SERASHIET 2 B2 B 5,

[11.1.2 &)

(fi# i)
VI 6. (1) APHE « BEEZ0H 28BE 9.1.1 (1)) 0ESR
(z #)

WHEGR - BX AT 4. 1988517145




9.1.7 BHEREDEE
BASMEEHFICL Y FRBRIENMEET 2801 H 5, [11.1.7 2]

(fi &)

N Faf RITEFMIICER LT, 208, Sk, B~ b > 7 ZGREEE Ml
Do ETo. BENOOI N T DRIUE T, R AL T SEEIEEINZ R L RIS R IR
RIVE Doy WA TUE S, BRINE RS 5,

(Z &)
EHAREETS © Mol. Med. 1993 5 30 : 612
MRS @ A ' L LR, 19945 42127

9.1.8 HMHENEE
KBi0 15RO EWE B2 5 2 JERPET 28 Tthi’d 5, [11.1.6 2]

(fi #1)

N aanF ad RLEROMRISENEICHEL 525, u b =A@ R 2 fLE
LTHDRIEZ KL, BT a—nT 2 AFBROEE 2k L CHUE, A TEL k42 &
EXHILTWD,

(Z &)

BAEEZ © AT aA FRIOEOS LW CRE=AR#R) . #UL @ FJILA ; 1994. p56-57
IREFESC © 3K, 1993 ; 44 1 1597

Bl HJE BB RS RHEE . 19925 7 1 871

9.1.9 #EARNEDEE
FERNHEST 5 2 355, [8.3, 11.1.8 BR]

(& &)

Williamson, d. : Brit. J. Ophthal. 1967 ; 51 : 554-556 (PMID : 6035957)
RS IRFHEEIRE#R. 1987581 :6

R 0 ARFL 1992534 1 1155

9.1.10 HFREDEE
IREDTCHEIC LY | SNESES S B8ThR’H 5, [8.3, 11.1.8 &

(fie &)

JNaanFadf NdFEKEAZUESYE, FEAREBRZEAIES,
(Z &)

BONEINF137 © IREL 19895 31 : 1062

WG © ERIRIREL. 19865401 1345

HEHEEZ @ H726 LWIREL 19945 110124

PREHIET - IRBHERRER. 19945 2 1 286

R — ¢ ERIRARF}. 1995549 1 1186



9.1.11 EMEFEOES
BARERBERIC LY . BlFENEESTABENANH 5,

(fi &)

JNaanFadf NZEDEMEEDORRKIZIE, ERERHTERDIZ), BiZkiF5 Nat,
Cl- OFBIBEIERIZ X A MEBRMIE R R, T a2 — 7 I KT 2 MERGOEHR, L=
VIEBOWN, TaAZ T TV RO T LA v =R BIESRIEENB S LT D
EEZ LTS,

(z &)
fnARZARE) © IRF} 19915 33 1 539
A © BISEY. 19915 68 1 381

9.1.12 BREREOHZBE
EARERBIENIC LY | BAIRE BT 5B NA D 5,

(= &)
ENARZERBL ¢ RFL. 19915 331539
B SRR ¢ HAESETH. 1967 5 (2265) 1 7

9.1.13 FRIRHEETOHLEE
MAEHSER T2 EOWMER DY . BHERANH OB ZNNH D,

(Z #&]

JIOEE @ RN WA MRS, 1977 5 53 1 1004

HRIELF © A/LE L BRIR. 1995 5 43 137

USP DI ; Vol. I, Drug Information for the Health Care Professional, 25th ed. Greenwood
Village : Thomson MICROMEDEX ; 2005. p975-1001

9.1.14 [EIAFFDEE
NEWG 53 #% B ARERNC &0 BFIEA~DREIILAE 23R L IR S EES 2B 2 i d 5,

(z #)

Schimmer, B.P.etal.: 7'y R~ « )L~ U 3EE 4 13 it & BABKEIENEER) .
W EE)IEE ;5 2022, p1393-1416

BsIEZE @ Ry, 1973 55 : 883



9.1.15 EEMBENEDEE
RS W), —REER S HEET A nh b,

(fi &)

R ~OBEHERICED EbW0nbhTng,
(z &)

VERESE © NFL 19945 73 1 1356

ESFIETR @ IR O AT, 1994 5 11 680

W EREZ ¢ RIS 19945 34 11074

9.1.16 BEFXVAMILAF¥ )7 DEERIIEETRRE
B BFR U ANVADHIEIZ LD RDBHEDOND Z LD D, AFOEGHRH S kO 5
KT 1Rk L CHFRSBERETESIFR VA N A~ —H—DF =X ) v T E4TH 72, B Bl
JIFR 7 A L ABFEOAEACAEIR DO FEHUIET T2 2 Lo BE RO bNIZHE 2T, AFH O
BEZBEL, MUANARNZRGT 572 EBWURLEZITS Z &, B, &EHMRETIC
HBs it 0 BFIZB T, B RUTFR Y A )V A K DR ZFIE LTFEFI 2 s ST
W5, [11.1.2 2]

(= &)
FEANTEA1E2> © HFligk. 2009 ;5 50 : 38
JEAE B R EE © S ] LSRRI LD BIET D BT R ETA R4

9.1.17 BEMREXEINSHUITIF—YDOHLEERVETORVDHLEE
tetflaE s )V —Enbbbns ZendhDd, [8.4 5]

(2) BHreEERE

9.2 BirElEERE

9.2.1 BHRETRVERETEDHIEERPENESE
B LSOz G0 ST SN S HE RS &5 Ly, SEREZIMEHT 572D, Zh
SOIERBEAT D EnH D, [11.1.2 M

(fi# i)
V. 6. (1) AOHE - BEERZEDOH 584 9.1.1 (1)) &
(z #)

HINZZRI ¢ BEIR & A, 19935 20 - 319

BAVEEZ © A7 0 A RAEIOREROS SIS (KRB =R . B @ LA 5 1994, p52-55
—+=

=



Q) el ERE

9.3 FFiREIEE RS
9.3.1 FFEEZDEE
AR TEIC LY . BIEHDR D 5 b3,

EES
rlseth © A7 A REOMEW, KK KIFEIE ;5 1989. p20
flEE - HNREAER UATRE—AE) . R - HPUEESE ;5 1992, 515 pb3-67

(4) HMEReEET HE
BRE I TV

() 19w

9.5 11w
S SRR LTS ATRENED & 2 PRI, 1B Lo A itEMalett 2 Elml % &l S

LHEICORFEEST L, ERICRB A AEEEZ T8 5, £z, E LA, O
BEDIEE A 2+ L OWENRH D5, BPRBR CEFBIER (D2 Sl shng B

(fig w)

SNETE SN 0 AT T 4 T ak— MFJET, EF@%@ﬁ%étb%ﬁ@%ﬁ%%
HEE LCO v aanFas ROGERE 2% a0 e iickn e, £% 1 @l on/E
ﬁx17—»&5@#@%@&@%@ﬁ&—wﬁﬁéxftﬁawﬁ#mw:&\it\i&h
EOF AL TOAFBEMN HARE DR E « FEJRIG D S OWIFHE L 0 IBE LTz omiEnd 5 Bl

BB, YHEFEIHEHEND I aanFa, RiEREZAZ Y U EOTF XY A2 Y Ot
FITH Y, WISIMER TH 52, 2O T, FAER TOME EF DFEEOEED Y
ATIZOWTCERT DI L &7roT,  ((TIX. 2. (5) AFsAmtERE] DHESMH)

OREER

9.6 XELIF
18R EOBRMER ORAREBOARMELBE L, RALOMUIPIEEZRETT 5 2 &, BFL
PABATTHZ LD D,

(7 MR
9.7 MNR
9.7.1 BB 2 T0IATH> 2 L. EBFIHRIN LN ZERH D,
912E%§5Lt%é SHEBNETLEERD D DONDL Z D D,




(8) =#ndE
9.8 S#nE
B G L1256 BOYEOFHIE, BERR, HHERE, mIEE, REANRE, NSO
BITERD & 5 b7,
(g #1)
BHEREAR & LT, vy o AN O, PettoR%, WY LEE2 95 2 &,
1. HE%R

AANX, FIZ CYP3A4 TREFEND,

(1) BtREREZDER

10.1 iRES BALGWLC &)
FF 4 5 BRAER - FEE DT 15 By - SR 1
TAET VUV UFRRBEARR | AR MY U AMGEN BB T | BETIEAHTH D,
=V AV (BHICE | 2B8F0ARH D,
T A EMZIRIZ & DKM
BEIR)
[2.2 Z[H]

(fie 3)

2019 4 6 A 18 HIZ BIEICBIT 2 KMEZIRIC K 2 KEBIR) 23068 « b5 & L CRUERE
HKREINT=T AT L3 VUEFRY KT OD §2 25 ug. A OD $2 50 pg (BR5e4 : S =V v AL
~ OD #E 25 pg. A OD & 50 pg) DU CEIC T, TRIREEAT v A RA GEFAL &0,
AR, ERAL LA ZRGHROEE ] ICHTHEREGPERE SN TSI, AAIZHBWT
HEAMEZ LV [HR) KO THAEM fFHE R 0BIGER L EERELX S Z & & Lz,

(2) ftRFEEZDER

10.2 BEAEE (BHRITEET DI L)
KA 4 e RREIR - FEIE 515 Y - fEBRIR
7L B — VR EAR AFNIOERNFITT 52 L | 2 EY —LEFEA, 7 =
7z )N LEH—)L DESINTHWDLOT, fftH | =~ V77 B U0T
ZAE = N % TOHHAIWITHEICERT | CYP 2358 L, A& RN
V77w Hk, RSN D,

(Z &)

130> © BEERIR. 1991 5 33 1 505

JII5E— : medicina. 1985 ; 22 : 1180

Bartoszek, M. et al. : Clin Pharmacol Ther. 1987 ; 42 : 424-432 (PMID : 3665340)
Keilholz, U. : Am J Med Sci. 1986 ; 291 : 280-283 (PMID : 3706393)

Bergrem, H. : Acta Med Scand. 1983 ; 213 : 339-343 (PMID : 6880856)



10.2 HFREE (BRISEEI S L)

FAN 4 5

B AEAR - HE Tk

B - fapRIA

B U FOVERT A
TAEY Y, TAEY &
AT F—b, BHFEY
vk

OFFRFC AR BT 5 &
VU FABTEEEZTZ
ERHEINTWDHOT, fE
MT 5B CITARICER
THIL,

AENIH U FLBFEEARD
P & S AR L,
B oYU FAEFHERD
BENMETT 5,

(fig &)

AF RS D &V U FUBFEERPARF O MR ARG TELRS 5 72D HE N 8
SELTH U FORREERO M P RENEINT S & bbb T,

(z #)
R - 1E D -

R JEREA. 1991 5 33 : 505

Klinenberg, J. R. et al. : JAMA. 1965 ; 194 : 131

10.2 FREE (BRISEEI S L)

KA 5

HRARIEIR - HEE 1A

BEFF - fEBRIA T

Pt 7
OUNZ7r7 U on

Prige i A oo 1F & 855 &
HIERHEIRLTVWED
T, fFHT 2 HEAITITA RIS
HETLHZ L,

2 1 1 Y 6 [ (R 1 08
b5,

(fg &)

PLEEIM A D VE RN AH TR S N D T2 DMK OEEE MR @D b D,

Z &)

HIFEE © JEBR%FE 19845 151 155
USP DI ; Vol. I, Drug Information for the Health Care Professional, 25th ed. Greenwood
Village : Thomson MICROMEDEX ; 2005. p975-1001

BT A IED

H 2 &Ik, 199353 : 15




10.2 HFREE (BRISEEI S L)

7T A R REEHA
AR = LT A
N A 2 2 Y 2y
HEF
a-7va v —EHEA
FT Y T REA
DPP-4 [HEH
GLP-1 S IR EE 3K
SGLT2 P& %

A LAY A

FEOMREBWHSEDLZ L
DEENTNDEDOT, HFH
THHAICITHBECERT
HZ

FAN 4 5 BRAER - FEE A B - fapRIA
USELEES BEPRIRAIEE, A > 2 U RG] ARANL T g < o B A4 & fie

L, R CORERM &
M9 5,

Z #)

Schimmer, B.P.etal.: 7> N~y « /< C3EE F 13 ) & BABCKERIZNERR .
B ¢ JE)IIEIE 5 2022. p1393-1416
Danowski, T. S. et al. : Ann N'Y Acad Sci. 1959 ; 74 : 988-996 (PMID : 13637643)

10.2 REE (BRISEEI S L)

AN 5 HRARIEIR - HEE 1A BEFF - fEBRIA T
FURA (F1 U 7 MEFHEFRIR | KT U U AIMEN & &L | AFNIIRME TOD Y 7 L

AlzkR<)
ZurkEI R TEXYTI
K, R ZarAF7 TR

vy

e

HZEMBLDOT, TS
BAEICIIHABECEET S
E,

HEMEEIER D & 5.,

(fg &)

WA Y T APEMAER A D D, Z OMAERITEICHKREOBRIZE SN TN D,

(= &)

BLHNER ¢ HARESEHTH. 1967 ;5 (2265) 1 7
Thorn, G. W. : N Engl J Med. 1966 ; 274 : 775-781 (PMID : 17926885)




10.2 GiRVEE (BHRICSEET S &)
FHAH B ARSESR - {8 7 1E BT - falRiR1
B ARY v L DOEIFEERNVE CAIO | BIERERVEFNLT 7
KEBEET, v 7uaxRYy | g 2R > OR#H 2 mE
DOMHPREN EATDHED | 5,
WENRHDLOT, JFHT D8
AIITHEICERT D 2 &,

(Z &)

H AR 132> @ PR ESIR. 1991 5 33 : 505

AT L5 24 B A A/NRREHSIR TR EEE. 1997. pl106
Klintmalm, G. et al. : Lancet. 1984 ; 1 : 731 (PMID : 6143058)

10.2 FREE (BRISEEI S L)

AN 5 HRARIEAR - HEE 1A BEFF - fEBRIA T
TYRBVA T AEIOERPHEREND & D | AFNORFH M S D,

WENRHLOT, fFHT L5
AIIIHAEICEET DL Z &,

(i )
T ArwA 3 EE LT CYP3A4 TR# SN D, TDERITAERT 5 Pik= o V7L
7 Hy CYP3A4 LfRAE LIS WHEABERZTEAT 2720, CYP3A4 NERMICATEILSND, 7
LR=ynmry REREZVUEQZLVaaLTFas REEHSIIC CYP3Ad TR#sND T
O, FJaanFad Rzl xaavA LI K VREPIE SN, ZORhE 53R
SNs,
Z #]

THET © JBYR. 19945 76 1 2214

Stockley, I. H. : Drug Interactions Fifth Edition. England : Pharmaceutical press ; 1999.
p569

Laforce, C. F. et al. : J. Allergy Clin. Immunol. 1983 ; 72 : 34-39 (PMID : 6602160)




10.2 HFREE (BRISEEI S L)

FAN 4 5

B AEAR - HE Tk

B - fapRIA

HE R 3 A7 e A A1
N7 u =g LB, N
7 u=v LRy

0 Bl KR A FH A3 05 S I o
TLHEOMENRHDHOT, O
AT 2B CIIHEICTER
152k,

EFIIAATH S,

(fig &)

BIFIIAHTH LN, ZvaanFad RNy s o=y LBl ot i
Do —H. ZaaiFad FICKHER VT L MIE IR MRV iR OEH 2 m o
WP ST BEREI 2 38 T D BTN b 5,

Z &)

USP DI ; Vol. I, Drug Information for the Health Care Professional, 25th ed. Greenwood
Village : Thomson MICROMEDEX ; 2005. p975-1001

Viby-Mogensen, J. : Seminar in Anesthesia. 1985; 4 : 52
Parr, S. M. : Anaesth. Intens. Care. 1991 ; 19 : 103-105 (PMID : 1672800)

10.2 FREE (BRISEEI S L)

A4

HRARIEIR - HEE 1A

BEFF - fEBRIA T

U b RY R

OF I &0 KA & & 5
NoHZENH5,

RPN D 7K 53 B R B 2SI o
D,

(fg &)

EWNIZBNTRZ A2 8FIEY N R B OFRICE D B bk Tk

JE 23 3PIEESNIZZ &b,

EE AW L7,

BBNIWT B YA « FPE L BRI SNIIEmIZRB N TA_Z A2y CFIE Y R RY
FRYETEST AN OF I S VT2 EBI CTH 0 L OHHIC K VIR oK ITREEm MR E SN2 L E RS

h 2 (3210331




10.2 HFREE (BRISEEI S L)

HHIA BRERAEIR - i 71k P 2
X/ 1 RAUEA BEFEED Y 27 ZBINSE | BEERHTH S,

PR N =1l LY/ LEOHER DL, ZHHOD
ANV ) X | R EOHHIE, RELEOR
IKFN W fEtE A EE 585 A
DIHEFTDH L,

(fie &)

BRI 9 A 24 B OFAEZBEMTEANY /) 0 R Ak N7 VA X v U RPtEAl O A
T TERZEWEMN) C T7 % U AfRE, MMASORERES ] OIBRREZRD HUGETH RS S
N2 LRV, B EYGNC L R CEO THFHEER] OB TRIBREARLVE A (RE
I OERAD EOPHRIC L VEREED Y 27 KT D FEFAP) | BRI,

¥/ RROT A RX ) o RGER & OO L D THEKEAE) ORBIBEFIIRHTH D
HLOD, ¥/ rURENT A RF ) v RPEAI O SCE T0FHEE) OBGTIRILE 7257
ik B 27 v N REE A OMEINRAT TR T 2 R L ORENIRA SCE I B
HEEWMERN AR EZ, ¥/ 0 R UT 740X ) 0 RZEEAlE OOFHIC & 0 EEED
URIBEEDAREMNTETE NI &b, A7 A REFEGH (OAROERA) ©
WA SCEICBWTS AR TOFREE] OIICK /v o RPIEA & OFFHIIC X0 BEEE O
YR EZWEMEEDEORENRHLFEFLHML, EEMEZXLZ L L,




. BMER

11. BlER
WORWERARH LI DZ ERHDHDT, BEE 01TV, BENPRD ONTHEICE
WY LE AT Z &,

(1) EXGEIER & FHEIR

11.1 EXGEIEAR
11.1.1 23 vy, 7#745*9—(%&K%)
RO IR, A SR, I v FHOIERDHHLDONDZ Db 5,
iz &)
cav I T4 7% —
WIHIESR « PR INEE, Biihe, MAEVTERIE, SREE
AT A
BT Gk, EE) e R i E
(Z &)
HAYRBEERAN S () © ERZEIERERED 720 O IRGRFGEEHMAE 1. W« KEFRL ;
1997. p116-120

11.1.2 FHRBREE. BPEOEBE GEAP)

B RUFRUANAOHIEIZ LD RP D SDOND LD D, £, "Eﬁ‘@%%ﬁﬁ’f’fﬂ“u’

f“ (PML) 2@ b s Z &73\3@6@“( ARAN OG- R O Gf& T 1#% :ic$%‘0>47%
(CBIZE L, EREE :‘%WFA% FREEAR ORI, DUBORRER) | M i)

#@fﬂkrj% S =sAaciE, MRIIC X 2 Eg 2 W Kk OB B E 217 5 L rb
ﬁ@ﬁ@%%ﬁﬁ_&o[&UA&Z9JLSMAQL&EHJ&921§%]

iz &)
- BHYYIE ., BYYE O DTS B A EE (PML) 055 %2R<)
MIHELR - MEDTR A, MRIR. BEJR. WM, 7. 3892, PIEVRS
FEAERRT ¢ SR REIn
SVETTIE  FUEME. PUREALL v a7 ) OB
- EATHEZ BN VEIME (PML) O35
BIEREAT oA REIO S B, BHEOMBIZEWT, EITHELEMEAEMMIE (Progressive
Multifocal Leukoencephalopathy :LUF. PML) & EHG E OREBERN GO D IER A
PMDA [ZBWTHEEEML TV, RIBEEAT v A NHIOKIIERH CoEmmtfER) ZBE
R % & FHEAHREYYE T 5 PML ORIEIZEIE KE AT v A RN GG 5 ATREMER 6D 2
EBE EEMRE A XK ST,

X o THEERMWEAERIXIS Y =27 v TSRO ME (PML) 5544 A A58 )
https!//www.pmda.go.jp/files/000252183.pdf



https://www.pmda.go.jp/files/000252183.pdf

(z &)

BAEEEZ © AT aA RERIOEOTF MW (KRB =AR) . B0 FTLE 5 1995. pd4-45,
p78-79

H AR SRAIR2 () ERZBIVEAIELREED 720 ORI EE ®E 2. FU © FKERRAL
1998. p37-41

11.1.3 BB REMERS. BRRE (WEEARD)
[9.1.3 ]

(f i)
- FeBEMERIE SOE R RE N 2
PR - 87~38CH DI, B fEeufk, Al Wik, SUF, M, B, FH%

FEAREST ¢ [ - TR - BB REm

RUETTIE - AR OHE, EEOEE (HXREKE5%)
- HEIR I

PIER - EEEER. 18, 28K, (KED%

AT BT AEORE, s R Y AEH

WA ITE + A v AV v ZR= L LT HIOE S

(B &)
BAVEEZ @ AT A RHIORONS LW (KRB =BRHH) . WAL MEiLE ; 1995. p44-45,
p78-79

HARBE AN () @ BERZREIERRLEED 72 0 OARSRFGEFERAE 2. BT « SERFRL
1998. p114-116, p136-138

11.1.4 HIEEES. HILEZFEAL GEERH)
[9.1.2 &/]

(fig &)
I EETES. THILE 2R AL
PR - M, BAE, rhif, T
FEANEFE © BROIMIETE, KR UMK T, IR EMR], e A ¥ 7T U A RIKT
WUE J5E - IR, KEIRORGER], B W milAl o, Ba oS R E
(z #)
BAGEEZ © AT aA FRIOROS LS CRE =R0#R) . #0X @ FILE ; 1995. p44-45,
p78-79
BARESRAIAS () @ ERABIEAEREO 720 ORISR ME 2. F © HERFRA
1997. p9-13, p113-115



11.1.5 f&E (B

(f i)
TS
HIAELR @ 2288 OW L EIEERR ., DR, D Ebm. D, NarkAE
AR « R
RUETTIE - AR, S IamdlE] (He 7wy 1 —) | AR EA O S
Z &)
AARBESRAIRS (W) ERARRIWERERED 720 ORFEIFEFRE 1. F + FERRLL
1997. p129-131

11.1.6 FMEHR. S5 DKEE GHEAH)

[9.1.8 &/]

(fig i)
CRERRASER, O OdRAE
WIS - ek, K[BEE (5 olREE, «lkﬁ)
R« RIGARR ORI ENE B 5 2
WU 518 R EE O $E -
(z &)
BAEEZ © AT aA NRIOEOS WG (KRB =R0R) . B0 FILE ;5 1995. pd4-45,
p78-79
HAYRB AR () ERAREIWERERED - ORIEIGEERAE 1. F  BERRL
1997. p23-26

11.1.7 BHEBE. KBBERVLEBBEZOBHEERMSEE. A/ \F— (GEELRH)
[9.1.7 &]

(f i)

- BRI
AR « 2R OMR. B, BoE. BROEN, BiE
FEAREFE - mARL, BWIEE, E DO A DRI
RUE DT W OER), LT A JEEHE X I D ROV A T A Rofkh

-« RBRE Ko O L fii 555 o0 55 M p 1R B 5E

FIIREIR « TR RN O BIE I DR I, B BRI . R i i 1 <5
FARET iR E N ORI ZERE ., AT, B REPNED L5
RLE STk - BRSO AL E

« AT —
WIGELR « BiJ). FhZeii, ECSLIRIEE, SR IR A
AR« BB A OREE, EASME, K ) v A ME
RUETTE DA T B A FRI~NOEE, 4 I BRELOEARMEAT 1A FOFKE



(z &)

BAEEEZ © AT aA RERIOEOTF MW (KRB =AR) . B0 FTLE 5 1995. pd4-45,
p78-79

H AR SRAIR 2 () @ ERBIVEAIEREED 720 ORI EE ME 1. FU © SKERRAL
1997. p98-101, p189-191

H AR SRAIR2 () EARZBIVEIELREED 720 ORI EE ®E 3. HU © HERFRAL ;
1999. p80-85

11.1.8 #£kNfE, REARNE GEEAH)
I X RO, SNRE, BEANEZ T ZENH D, (8.3, 9.1.9, 9.1.10 ]

(fig &)
- FRPIRE
PIER - RS, AR, AERT. B BOIE. SRS
RAREF « IR
WUE 71 IRBOALE
- REANE
PIEIR « KT, &0, B, HIREH%E
AT - A
WUE 71 IRROALE
(z #)
BAEEZ + AT uA FRIOEOY; LMW (REF=R0#HR) . R 0 FILE ;5 1995. pd4-45,
p78-79
B AR RAIAS () @ ERZBIEAREREO 720 ORISR ME 1. 3« HERFRA
1997. p203-209
B ABRESEAIRS () © EAZRIEREREO 720 OIREEEME 3. FU © HERFRA
1999. p159-162



2) TothnEIERA

11.2 Z0thoBIER

AR B BT
B AST £S5}, ALT k5. ALP E5
PR | ARERE. 7 v o RGBS

i1 i
HERPHRER | S, FIR, S
W - Bt | PR, PR

AEE - AV EAGH

i BB, R AT

R - EAVE

PP, MEES BO Y AT v n— R

iR H DM PR IRAS IR 55 12 & D ElsEhe . IRBRZE H
1 HILEREZ

B SR, T O, BNk
Z D FEN IR, AlGHREREE. Leo< b




HGBIE M O iR AR 2 36 2 BINEF O FEE & FEEBZIIRI—1 D LBV Th-o Tz,
RI—-1 FHEROREERBEHEE

FKBIF £ TORAE TR B4 O 15 F kA R A
(1975~1984) (1985.1~1989. 1)
FRAAEBIEK 245 7l 2919 i
22 A PRI R S 3K 245 i 2919 i
BI/E A 5 L6115 1 41 34 151
BIVE B 11 49
EIEZBLE 0.4% 1.16%
BIl/EF O fEdE FHGIE [ FBLE (%) FHGIE [ FBLE (%)
R Rt B
NP9 Z 5 5 0 — 2 0.07
FHRX AR PR B
Lo () (U 0 — 1 0.03
LB IR
MRS 0 — 1 0.03
i (ERE) 1 0.4 2 0.07
S 0 — 2 0.07
B (GHbE) 0 — 1 0.03
JFflik - AEAS Rl
SRS REM A S 0 — 1 0.03
SRS REREE 0 — 4 0.14
FFHERE B 0 — 1 0.03
B E VL e IE 0 — 1 0.03
R - SRAREE
MFEE -5 0 — 2 0.07
SRBEGE 0 — 1 0.03
e R 0 — 1 0.03
VR 0 — 1 0.03
L - M R
e I i 0 — 1 0.03
H ML BRI PN R B 5
HiEkEZ (iE) 0 — 8 0.27
— ) A By
A= 0 — 2 0.07
JizbE] 0 — 1 0.03
AR 0 — 1 0.03
U B Y 0 — 1 0.03
T 0 — 1 0.03
23k 0 — 3 0.10
R RERE
BB E 0 — 2 0.07
B % B 0 — 1 0.03




9. BEABRERRICRIZTEE
RE ATV

10. BEHRE
RE LTV

1. BRALOEE

14, EBRLDZIEE

14.1 ZHEEROIE

14.1.1 &ARPUEST B
M, Mg, BIRREZEZTZeRnHL0T, Znx PIT 570, EFEAL, EH ik
FZOWTHoEREL, ZOEFEEITELRETES DI L,

TFoTIAy bBE
TUTNTy IR OIRBANZRET D720, 7T ADEEHORE Y X ) — Vi Tl
KLy 528,
12. £O/DZEE

(1) ERERERIZE D 1Bk
RE STV

(2) JEBRERERERICE D < 1FHR
RE STV



X. JFEREREERICEEI SHEA
1. XEHR

(M

B IPEAER
[VI. FEZhHKBLZES 9 2 E ] DIESMW

(2) REMEBEAER
LR L
3) ZFDthDEEHER
LR L
2. AR
(1) EOkE5EM4HER
®X—1 SMSEHRE 85
(LDso. mg/kg)
B R RS
Z v b (Wistar &) 1t 1294
n=10 i3 1276
(2) RERESMHHER
FX—2 HRMHFHERER B
wh | &5 | B5R . s
DY | e | s | (mgkg) | PR BRRA
. BeHEIZHES U TR EMS] UREREMOEIES) 7
. Dotz
WHECE | 100 mg/kg/ A # 58T 10 B UANICAFIRET LT,
e RKEWEIZ L 2B M RER S, KGR
B ESR. U BB DA DT,
ALT (GPT) . AST (GOT) i% 5. 50 mg/ke/H
_ e . BERICMEEA O T, 12.56 mg/kg/ H & G-I
F vk MR A L= . .
(Wistar %) JﬁL;{j‘f MU DLADLER, BV oADK TN
50 FE | i | 125 25, _ i,
T 50, 100 JRATR, BREBL D5 T2,
% 10/#¢ i M. P, B, FEoRLbEERE, ZEAED
T2 3 n L7
50 mg/kg/ H B G- HEICIBE O Fe i, 100 mg/kg/ H #%
HREEZEO®BL, #HE, BT - MR - & - 5z
ey IR - Ki5g - TEOFEMNA LN, BIFEEDZER
IR P 2R
PRI | W r N B L IS, Y SR 2
HE, BRI TRER AR B S-BICHBEI L TA S
iz,




£X-3 BEEHERER 17

®h5 ®5 5 & o .
DR gy | s | (mgkgn)|  PERA s
. 1.5 melkg/ F 4 GEEC 10 MU L 0 BEIRIE 58 7
BERHE
STz,
EEOE K | EEORMIZIZEMFEEN A ST,
ORI CHL | 1.5 mglkg/ B 5HED 4 BINF LT L=,
KR CHMEREIIA B2 LT,
ik FIILER S B ClrEdFFER EH-. U o SERBD B A S
5ok <o
(W?St/a 5 ALT (GPT) 1% FFe. AST (GOT) 1% 5. ik
. 10.05. 0.5, . M5 FIHE T, g~ U A0% 0.05 mg/ke/ B
6 » H e MR A=
e 1 Al P 1. 1.5 s B GRECEED EH P Y U A1 1.5 mglkg/H
% 15/1E BEE TR TN TH - 7=,
PR AP EFE R LT 2o T,
e fifg, B O ZRE . 1T E A EDEEE TIIEARE
Hin L 7=,
BB IR BEIL R R EED 1/2~1/3 I2ZEME L. g
oy b AbhT-, BIREEDZERL. o lsrEZE
T B
WA PHIPTL WEARET, MY o ERROZEEAHED 1.5 mg/kg/ H %
EHTHRLNT,
Q) Ei=EMAR
KPR L
4) BNARMERER
DR L
(5) HEHRESFMAER

1) 7 A (ICRR) IZRZ ALY R ATV U 7 A 0.625, 2.5 KT 10 mg/kg # 4T
IREE T HES 1 H 1E 6 HME FHRE L7c, 2.5 KTN10 mgkg #&GHEICAZ RN AL

7= BO ( TV 6. (5) iF#i) DIEB)

2) 7w b (SDR) ITRZAXY Y U AT ) U A 0.078, 0.313 KON 1.25 mg/kg &
FAREFE 9O HANS 1 H 11 6 HEE T 5 L7z, 1.25 mgkg & 5RHICOER, i~ =7

(6)

M

MLt B,
BRI R
AR L
ZOMOBHEM
WAL L

( TVIL. 6. (5) IFhd) DIASHR)




X. EEMERICEY SEE
1. BHERES

A 2 U T v o 20meg(2%) VAYE P8 ST
Uy a ok 100mg(2%) AL SR
F) EE-EMEONFEZICLVEHRT LI L
BRI c REAZY ) VBT AT S R T A B LA

2. A
AR - 2 4

3. BERETOIE
R 2 B8 VT I PITIR AT

4. BFELEDERE

20. IRV EDFE
XL TRIFT D Z &,

5. BEMITEHM

BEMERMITA R 2L
<FTVoLEY i o%)

6. F—m% - FE

F—p53 . Uo7 a o 7F 2mg, 4mg. 20mg (0.4%)
Rl %h #: v a—F7 7FEH 250mg, 500mg %

1. ElEEEAE
R



8. WERFTABEABRVEAZEES. EHELNBRFEAB. REFAKEAR

#X—1 ARBFEAARUVERES. EEELENSFEAD. REMBREAR
. RUEIR 7B . A R AEIL L e RRE
FE . EER =0 o
E&JL% EE ﬁiﬂﬁ 7?% ks ﬁiﬂﬁ EHEI
iy 75
Uyggtémmg 198541 H 31 H (60AM) 33 198547 H 29 H | 1985457 A 29 H
== A IN
y y:;iiiéﬁg@%) 200543 H 14 H | 21700AMZ00535000 | 200546 10 A | 198547 H 29 H
L3 7 72 7K R TR 200543 H 14 B | 21700AMZ00535000 | 200546 H 10 H | 201944 H 1H
. S N 5 AR _ AT FE AR I WRFERR A
A . R REH
E&JL% EE EEHH 7?% ks ﬁzﬂﬁ ﬁzﬂﬁ
iy 75
Y \/Ef{/ﬁwmg 198541 A 31 H (60AM) 34 19854E7 H 29 H | 198547 H 29 H
IR 25 AMZ 198547 1 29 H
Uo7 m o HE100me(2%) 200543 A 14 H | 21700 00536000 | 200546 A 10 H
TS IR B RRE AR A 200543 H 14 H | 21700AMZ00536000 | 200546 H 10 H | 201944 A 1H

9. PEEXIIHREM. AERUVAEEZERENEOEARBRUVTORAE
— VP AGREANH 199243 A 3 H

FHEAME (1991412 A 12 H) (2# 5 %hEE

AGEBHIER S e NA

NEGetE s o v 71281 28R

10. BFEERR. FERRAREABRVEORAE

HEEEREAREAD 1991412 A 12 B
g () AGREFHO—HE2Z T iU, EKEESE 14 &5 2 HA S GKGRIESRHFH) on

THICHZEY LW EDRERZ15 T,

[X.9. %hEE

HHROZDONE] ITRTERZITo T2,

11. BEEEHM

44 : 198541 H 31 H~19894 1 H 30 H

12. REHEFRICET 5HHR
AR, BRI BI T 2 HIRITED 5 TORY,

TR O — AT

EEDAIBIN, AR O A BN D4

13. &#Ea—F
£X—-2 &EI—F
— ziggéi@ fEBIPE R = — | HOT (9 #7) L& bR
o o (YJ == 1) 5 VAT A=
U7 mrk20mg2%) | 2454404A4039 2454404A4039 105247301 620002616
V> 7 E100mg2%)|  2454404A5035 2454404A5035 105248001 620002617




14.

R LDIEE

RE STV



XHR

(CCHERGE R F =)
1. SIAXE

1. ;Ei}%ﬁfz EN ¢ BOHTES:. 1983 5 38 1 978-989 198300712
2. RREIEL @ A7 v A RA/ES (QEKESM) . B @ HIANESAL 5 1988.

p256 258
3. FH/\OE A ARSE R Hfga s, O 0 BIEE 5 2021, C-5207-5212
4. [UIRFERIZD ¢ RAES. 19835 7 855-862 198302045
5. THEEFIED © BIROERK. 197559 :174-183 197500270
6. BHAINED ¢ BEAEBREE 19775 1 : 460-466 197700610
7. WPREERIED ¢+ HANSEE. 19765 24 1 1194-1200 1F 7>
8 AIL—BA : 7 LL¥—. 2006;55:1279-1283 201900450
9. BEHZE » Mt CcEbwEIATHA RENTA K (HPEZEOMm . BT @ OB

2015. p160-164 201900451
10. /INIIEE © BRI 19755 24 : 1358-1362 197500620
11, A HEFE—1ED ¢ EEik & BFZE. 1980 ; 57 : 4068-4072 198001127
12, WPRERUE D ¢ BOHTE S, 1981 5 36 © 341-345 198101358
13. MM =25« ERAR & HFSE. 1973550 1 2713-2716 197300538
14. B — © AT 0 F—REBLED=DD Q&A. KK : 7V AT 4 AVHIRK S

2016. p13
15. FAREAZNE ) © JEhE L ERIR. 1984 5 18 1 1081-1089 198402367
16. Petersen, M. C. et al. : Eur. J. Clin. Pharmacol. 1983 ; 25 : 643-650

(PMID : 6662164) 198302347
17. Ballard, P. L. et al . : J. Clin. Invest. 1975 ; 56 : 1548-1554 (PMID : 1202085) 197500719
18. Blanford, A. T. et al. : Am. J. Obstet. Gynecol. 1977 ; 127 : 264-267

(PMID : 835623) 197700803
19. Mckenzie, S. A. et al. : Arch Dis Child. 1975 ; 50 : 894-896 (PMID : 1211963) 197500680
20. Ost, L. et al. : J Pediatr. 1985 ; 106 : 1008-1011 (PMID : 3998938) 198503910
21. REERHZED © RS EL 19815 9 1 247-250 198100300
22. Simpson, P. et al. : Biochem. Pharmacol. 1973 ; 22 : 1195-1201

(PMID : 4707602) 197300666
23. Butler, J. et al. : J. Endocrinol. 1970 ; 46 : 379-390 (PMID : 5442584) 197000295
24. THEE © IR, 1994 ; 76 : 2214-2220 199401231
25. ‘IR ES @ AT uA FRVEY (EKERER . B @ P EFAE 5 1988, p48-54
26. Miyachi, Y. et al. : J. Endocrinol.1979 ; 82 : 149-157 (PMID : 479730) 197901162
27. Stanbury, R. M. et al. : Br. J. Ophthalmol. 1998 ; 82 : 704-708

(PMID : 9797677) 200200600
28. (HEREE#NE A ¢ 2R OEGEIR. 2000 ; 42 : 477-479 200200679
29. FHEAITH ¢ ERHEL 2001 5 49 : 236 200200680
30. EWIEZIED © S, 1974 5 81 705-720 197400194
31. Mildenhall, L. F. J. et al. : Arch. Dis. Child Fetal Neonatal Ed. 2006 ; 91 :

F56-60 (PMID : 16174665) 200700980
32. FRILHEIED ¢ Em AR OHEHR. 2002 5 54 1 337-339 200300598
33. KAMIEEIZ) © H P B H#E S, 20005 37 1 130 200300597
34. Stephenson, A. L. et al. : Drug Safety. 2013 ; 36 : 709-721 (PMID : 23888427) 202000109
35. fEINEEL ¢ Ak, HAME R S N ERE R ER 197400486
36. W ¢ DU[E RS, 1973529 1 153-182 197300204
37. BAREIZA ¢ MUEEZMERE. 1973 5 29 1 252-270 197300207

2. ZDhDBFEHE

DR L



XI. 8E5&H
1. ERSNETORTRE
L E R L
2. BB SRR RER
LR L



XI. K&

1. BRA - IREZIRICER L TERERHF£1T 5 SHT-> TOSEHRR
(1) ¥
PARBANA
(2) Rk - BAMRUBREREF1—JT0DEBYE
AR
2. TOfDOREESEN
MR L



@ ) EIP-IHREL
KEFHEET=E2-5-1

SHIONOGI

ARFETT

IEBHRRERISH
KR CPIRECEERT 3 - 1 - 8

SHIONOGI

RDH-D-50 ( Q1) 2026 4= 3 H 1ER%



	Ⅰ. 概要に関する項目
	1. 開発の経緯
	2. 製品の治療学的特性
	3. 製品の製剤学的特性
	4. 適正使用に関して周知すべき特性
	5. 承認条件及び流通・使用上の制限事項
	(1) 承認条件
	(2) 流通・使用上の制限事項

	6. RMPの概要

	Ⅱ. 名称に関する項目
	1. 販売名
	(1) 和名
	(2) 洋名
	(3) 名称の由来

	2. 一般名
	(1) 和名（命名法）
	(2) 洋名（命名法）
	(3) ステム

	3. 構造式又は示性式
	4. 分子式及び分子量
	5. 化学名（命名法）又は本質
	6. 慣用名、別名、略号、記号番号

	Ⅲ. 有効成分に関する項目
	1. 物理化学的性質
	(1) 外観・性状
	(2) 溶解性
	(3) 吸湿性
	(4) 融点（分解点）、沸点、凝固点
	(5) 酸塩基解離定数
	(6) 分配係数
	(7) その他の主な示性値

	2. 有効成分の各種条件下における安定性
	3. 有効成分の確認試験法、定量法

	Ⅳ. 製剤に関する項目
	1. 剤形
	(1) 剤形の区別
	(2) 製剤の外観及び性状
	(3) 識別コード
	(4) 製剤の物性
	(5) その他

	2. 製剤の組成
	(1) 有効成分（活性成分）の含量及び添加剤
	(2) 電解質等の濃度
	(3) 熱量

	3. 添付溶解液の組成及び容量
	4. 力価
	5. 混入する可能性のある夾雑物
	6. 製剤の各種条件下における安定性
	7. 調製法及び溶解後の安定性
	8. 他剤との配合変化（物理化学的変化）
	9. 溶出性
	10. 容器・包装
	(1) 注意が必要な容器・包装、外観が特殊な容器・包装に関する情報
	(2) 包装
	(3) 予備容量
	(4) 容器の材質

	11. 別途提供される資材類
	12. その他

	Ⅴ. 治療に関する項目
	1. 効能又は効果
	2. 効能又は効果に関連する注意
	3. 用法及び用量
	(1) 用法及び用量の解説
	(2) 用法及び用量の設定経緯・根拠

	4. 用法及び用量に関連する注意
	5. 臨床成績
	(1) 臨床データパッケージ
	(2) 臨床薬理試験
	(3) 用量反応探索試験
	(4) 検証的試験
	(5) 患者・病態別試験
	(6) 治療的使用
	(7) その他


	Ⅵ. 薬効薬理に関する項目
	1. 薬理学的に関連ある化合物又は化合物群
	2. 薬理作用
	(1) 作用部位・作用機序
	(2) 薬効を裏付ける試験成績
	(3) 作用発現時間・持続時間


	Ⅶ. 薬物動態に関する項目
	1. 血中濃度の推移
	(1) 治療上有効な血中濃度
	(2) 臨床試験で確認された血中濃度
	(3) 中毒域
	(4) 食事・併用薬の影響

	2. 薬物速度論的パラメータ
	(1) 解析方法
	(2) 吸収速度定数
	(3) 消失速度定数
	(4) クリアランス
	(5) 分布容積
	(6) その他

	3. 母集団（ポピュレーション）解析
	(1) 解析方法
	(2) パラメータ変動要因

	4. 吸収
	5. 分布
	(1) 血液－脳関門通過性
	(2) 血液－胎盤関門通過性
	(3) 乳汁への移行性
	(4) 髄液への移行性
	(5) その他の組織への移行性
	(6) 血漿蛋白結合率

	6. 代謝
	(1) 代謝部位及び代謝経路
	(2) 代謝に関与する酵素（CYP等）の分子種、寄与率
	(3) 初回通過効果の有無及びその割合
	(4) 代謝物の活性の有無及び活性比、存在比率

	7. 排泄
	8. トランスポーターに関する情報
	9. 透析等による除去率
	10. 特定の背景を有する患者
	11. その他

	Ⅷ. 安全性（使用上の注意等）に関する項目
	1. 警告内容とその理由
	2. 禁忌内容とその理由
	3. 効能又は効果に関連する注意とその理由
	4. 用法及び用量に関連する注意とその理由
	5. 重要な基本的注意とその理由
	6. 特定の背景を有する患者に関する注意
	(1) 合併症・既往歴等のある患者
	(2) 腎機能障害患者
	(3) 肝機能障害患者
	(4) 生殖能を有する者
	(5) 妊婦
	(6) 授乳婦
	(7) 小児等
	(8) 高齢者 

	7. 相互作用
	(1) 併用禁忌とその理由
	(2) 併用注意とその理由

	8. 副作用
	(1) 重大な副作用と初期症状
	(2) その他の副作用

	9. 臨床検査結果に及ぼす影響
	10. 過量投与
	11. 適用上の注意
	12. その他の注意
	(1) 臨床使用に基づく情報
	(2) 非臨床試験に基づく情報


	Ⅸ. 非臨床試験に関する項目
	1. 薬理試験
	(1) 薬効薬理試験
	(2) 安全性薬理試験
	(3) その他の薬理試験

	2. 毒性試験
	(1) 単回投与毒性試験
	(2) 反復投与毒性試験
	(3) 遺伝毒性試験
	(4) がん原性試験
	(5) 生殖発生毒性試験
	(6) 局所刺激性試験
	(7) その他の特殊毒性


	Ⅹ. 管理的事項に関する項目
	1. 規制区分
	2. 有効期間
	3. 包装状態での貯法
	4. 取扱い上の注意
	5. 患者向け資材
	6. 同一成分・同効薬
	7. 国際誕生年月日
	8. 製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	9. 効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	10. 再審査結果、再評価結果公表年月日及びその内容
	11. 再審査期間
	12. 投薬期間制限に関する情報
	13. 各種コード
	14. 保険給付上の注意

	ⅩⅠ. 文献
	1. 引用文献
	2. その他の参考文献

	ⅩⅡ. 参考資料
	1. 主な外国での発売状況
	2. 海外における臨床支援情報

	ⅩⅢ. 備考
	1. 調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	(1) 粉砕
	(2) 崩壊・懸濁性及び経管投与チューブの通過性

	2. その他の関連資料


