2026 & 3 ARET (56 19 hi)
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EERA A E1—T+—L

AARRITERIEI= O IF SoEEE 2018 (2019 F£EFHhR) (THEH L TERK
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#%05mg : 1fAH ANREAZYL 05mg
BB 5 = .

#F[10mg : 1P KRFZAZ2Y2 1.0mg
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EIRLA X a—T 3 —LFHOFH & OME  — HAJHRGEERAIS —
(2020 4 4 H 43T

1. BEEFA VX a—7 4+ — MMERORE

R RSSO REARN 2 B R E LT, BEEAERMAMISCE (T, BRI3E) 355, &
PEBLYG CEERT « JEAIRNZE O EHRAEFH DS B H EF L E R ER OB EEREREERT BRI
(X, RGBSR SN B A AT 2 TICFER R TR LB R G AN H 0 | BEREEDOEIKE
WAL (LT, MR) F~OFROBINGFERSCERICEVEREZMTZLTETND, ZOBRICH
FEREEROICATT DD OHEB UV A ME LTEENA X Ea—T74—4 (LUF, T F&
W&3) 3REAE L7,

1988 I A AYmBeIEAlRI S (LUF, BIREE) FINGE 2/NEBESN T FOMEMNT, 1 Fildnk
A, I FROEEHEZEE L, 0% 1998 2 HIRH AT 3 /hEA S, 2008 4, 2013 12 H
FRREIREHERE SN 1 FrfiEEHO UG 21T C& iz,

[ FRo#EGE 2008 LA, 1 FIZPDF% $?m7 L LTI 2 2 ERFAIE 2o T,
ZHUCR Y BT SCEOFEERUET N H > 125G E I WET ORILT — # 21BN LT T F 2353l
ffeZns 2 & blpolz, BHRD 1 FId, E%mE%%WU AHE (LR, PMDA) OERAE
B TH SRR DO~— (http//www.pmda.go.jp/PmdaSearch/iyakuSearch/) (2 TABH & T\ 5,
A3 TIE, 2009 L0 BEHEMLO 1 F OFREZHRETT 28ikE LT [/ Ea—T7+— LK
e ARE L, Hax O 1 FRRTCEZMET 28 EEREHRE L CEUEE - ML TS

2019 FO UM SCEFLHEETHO A H | Abﬁ‘F1F£ﬁ£ﬁ2mﬁjﬂﬂiéﬂ\éﬁfzﬁﬁ
3R S DB RAE TR ENC T 2 04 R A > ) ([CBET BRI DT, T O FHINZ FKE
L7z,

2.1IF i

[ Fix NRISCESOEBREMTE L, EAl - BBHRIEOEREFE L > TREEFICLE,
ARG O S EH O T- O DOFEH, TR OO OER, AT D OFE®R, FEH5 O IEMEH o
7= DOIEH, i%%&$%&7®t@®ﬁ% ERER SR A 2R O R L E L LT,
H IR SN FRE ERH 2 IR E L, FEAIANEE D 72 DI Yk 38 5 O BUE IR 5T AT ERIE I o 5 I ERR
F ORI AR AE L T 222 E R @R T B b,

I FIZREHET 2 BESNIHWENKE Lz 1 FRedli B EmICEIL L, — i OFIo % bR & AGRO#
FROEHRNTEH SN D, 72720, RIEMSEOKESICEDL O KOFAE B 233 - I
RAETREIFESE T ] FOREFEL IO, S0z 5 & RGN SIS N T FiT
FIFAF B D2SFHME - fIWr - BREA T & &b, BERMEEZT IOV IBHER O %
AitEE LT 5,

I FORMITEFT—F 25 L U, SRS CORARIIME TIZAR W,

3.IF OFAIZHT=> T
BEAEARD T Fid, PMD ADERMEELIFERIRKON— TG RE SN TN D,
R ZET TEHENA B2 —T 4+ —LERDOFE &) IT19E-> T I F2Ek - it 27235, 1
FOFERERE 2. ERBYS TibfwéM%%IFﬁﬁﬁuﬂﬁb%wM%#uowTiﬁﬁ
BEOMREADA A2 —IZXVFHFTAORNEEZRFESE, [ FOFHAMEE D DML
HoH, £z, FERFUGET SN DM EOEEFICET 2 HHICEA L T, I FAUET IS E TORH
%, BERRENRMILT A UGTNEZ P DN LI SCEE, 25 WIS O EE M EREMIE—e 2
2 &0 AR E ST 5 L & bIic, [ FOMERICHT- > T, mFrodft &2 PMD A
D E IR L EFERERR R OX— U THER T HILEND 5,




28, EE LB OMRO SN BRI N TS V. 5. RN < TXIL. 2E&EH.
[XIIL. {5 \CRET 2EEZTAREZZT CORWERNEENDIZENH Y . TOIY NI
T+ EETREThHD,

4. FIRICBELTOEER

[ FZREEBIIBONTRNTZENTERWEEMGERIFEE LTHEH L TCWEEEn, TF
X HIRIEOEGE 25217 T, Yak 3G O REE IR 5E SUTHARTEICHE D DR FEDERL - TREET 2 EI
BIEMEH O DOEMTERNTH D & OALE ST, ol - REUITERS, EREIE% 0 g,
A M M OV M OREIRF I B D IEE O NSRRI IE ARSI T A N T 1 > B = —
ReFA7 7777 4 AEORINE —EREZIT 5525720, IWEERIEMIIEE T A KT (4T
IE. RAAGRIECAGRA O FES BT D IF IR M W, BERBENEREFEE DD ORDITE
CTITH ZEIEELIZZARNWEESNTEY, MREA~DA VX E2—H L OCHGHE R Lic &
D, FIAHEFBEOLN I FONFEREIELIRELDOTHD Z L A7 L T RITUT R 6720,
BUSRMEN LG LN D IEROB AR Z #ERE L, T ORI Z Rk & EFRBRGICH T 28 EE
HEmET2 2 E3EAROARBE THY, IFZRAALTCHEESZTICMEH L HDIZL TV
ZETN,
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I. BEICET BER oo sssseseeaens 1 8 FIVAR—F BT BIEB oo 16
1o BAFE DB oo 1 9. BHIEIZEDBRELE e 16
2. B DTRFEZEHIERNE oo 1 10, FFEDOE REA T DB e 17
3. B ORIAIZEAIRENE e T 11, Z DMt 17
4. IR U TR SR E R s 1 VI B2 (FEALOEES) ICEAYT5EAE ... 18
5. B OWRE « HH EORITREE ..o 1 1 BENFEZOHEE e 18
6. RMP DOHETE ..o 2 2 EEENZ L Z DI e, 18
LT - Y b e < = OO 3 3. WU RICEET A EE & Z OB e, 18
Lo TR et 3 4. HEKROHEICHEHETAEREZOHEE (e, 18
2 B s 3 5. BHIEAREAEE L ZOBH e 18
3. HEER SUTIRMER o 3 6. HEOEREATHEREICETAER e 21
4, T O T B e 3 T FHEAE oo 28
5. ALZFEA (MATE) XUIARE oo B 8 BIE oo 33
6. HHA., B4, BT, BT e 3 9. BRARRRARE FIC RIT TR 39
11 Q= )] 7% o b - <9 1= = 4 10, HEFED oo 39
1 EEZEIMEE oo 4 11 A EOEE e 39
2. BRI DOBREEMETICBT BLEM e, 4 12, FTOMDTETE oo 39
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12, F DM 8 9. HEESUIENEEM, AEECHEETEMNSEOFEA A
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1o BLFFEEE DHETS (oo 12 1. EZRINETOIETEIRIL i 44
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I. SIEICEY 5HE
1. ERREORE

2.

4.

REAZ X, AREIERERVE CRIORERE LTHEHESNR TS 7 L F=Yr ot
RIEEAHERZ B E LT, 7L F=Y o0 CIONIZT vFEE, C-16 (Ll B - A F/LEAE LN
L7z 9« -fluoro-16 5 -methyl-prednisolone T, 7 X% A XV D C-16 fif A F VIO BPERT
&7 2]

BB RIBGRITEDENCB WD TIEREN KR TH D L b, 1975 12 TR ITES
Nz, HBEHRERXSEN Tl EZX—R L LRI X2 Vil E T F o RIENICE AT
LI TR (VT BT L) ZBFE L. 1981 4 6 A ICRGERGE S,

F7o. 1988 4F 9 HICHFEER 14 &5 2 HA 5 UKREGHER) oOnThicbig Ligne
DFFEMREST,

2019 4F 4 A, HBFHEEMRASHEN S LA ¥ 7 7 — v RS A~ BLE IR TE& RO AT
Y AW

S0 aRPIIRE

(1) 1EEMERER (EERA) OAGRRICBIT 2 A%1%1% 81.7% (107 #1/131 f5) Tdh -7z,

( TV.5.(7) Z0fh) OIESH)

(2) BHATERL UL, FrTEIG, SR ZBE L, oifE (F7 Yy 2077 ) PU%) 12ho

THOITIREDRP M TZ 2568121F, AFEZHRE LRV &,
( TV 5. BEE/ZRFAREE & ZOHE 8.1.1) DIEEMR)

(3) HERZBIEA : FEFRRYLIE, RYYEDOHE, iR VERIE BB RE 2, WERIN, THLETESS.

LB ZIL, TR, RIS, © DIRER, FER, BHUERE, RBRE & O LiE 5 o8 SR E
BRIE, AT — AR, REANE, IBEND SbhD &EOWEND D,
( TV 8. (1) ERZRBIMEM & AIHER ) OIS

SR ORFIFRIEE

RKANIARNEL S DA B BE R VTE S R_XH X Z Y ORFIRICR-FNE L 7= IEREE O$k
TR NVAK] (LI AV TTRLV) THDH,
( TIV. 1. (2) BAIDOIE K OPEIR ] DOIES)

BIEFERICE L TRAMI NERE

BIEEAICEY &M, REFERAKEENS K514 U%F 5 R

RMP

BN U 27 F/MEIEE & L CTER STV D EM

I HEET A R T4

B|EE

1R3> B8 e A ji

(2026 £ 3 H W)

5. ARBEHRURE - ERLOFIRER

(1) ®EBEH

A% L7



(2) i@ - EALOFIREE
RN

. RMP O£

EARRAA



I. AFICET SRE

1. R4
(1) #n%
U7 m o0, 5mg
U7 m oo K1.0mg
(2) *4%
RINDERON ® Suppositories
() &FMDHE%
Nebennierenrinde (F|%EH) +RON (GEEHE)
2. —#&4
(1) & (8n%ik)
NE XL (JAN)  [RJE]
(2) F& (aa%ik)
Betamethasone (JAN, INN)
Q) RTL

T R=KFOT L R=Y' 1 U FFEK - met(h)asone

3. EEXXTRERX

4 HFRRUSTFE

5313 C22H29FO5

715 392.46
5. {tF48 (MAE) XIEFE

9-Fluoro-11 8,17,21-trihydroxy-16 8 -methylpregna-1,4-diene-3,20-dione (IUPAC)
6. EAA. 4. KBS, E5E5

LR L



II. FRASICET HEE

1. \EEFENEE
(1) 58 - HiK

HE~HE A aORREOH R TH S W,

fmEERR b5 W,
2)
=®I—1 AR 4

GHIEIREE 20+5C)

VIt WE 1 g DI BT DR HASR T & YRRt iRE
A=) 30 mL Uk 100 mL A KRBT
& ) — (95) 30 mL ULk 100 mL A RRBFIT W
T kv 30 mL Uk 100 mL A KRBT
Vi 10000 mL LA | EE A LT

Q) WiEtE
ZUERR L
4) B (HfEM) . BA. HES
Bl K9 240°C (4yfR)
(5) MIEEMM T
LB L
(6) HDERE
LB L
(1) ZDtD X7 RiEE

* : AJm 18 @HI 3012k D

VEREE [aly @ +118~+126° M (8%, 0.1g, A% /—/b, 20 mL, 100 mm)

2. EMWSOEWEHTISHdRE]
BB L




3. ARG OHERSRE. BEEE

(1) FeRRaBRA
AR [R5 A% ) OfeRRERE 4
1) REOKEALT U 7 LFIE K OVKOIRIRZ WK & L, BT T A RBEIEIC L 1572
BRIRIL 7 AL D TEMERIGE T 5,
2) SRAN RIHN I B T E I
AKihdkTH ) —)L (95) TN, k7 ==k RTIV=v aRiEENZ, BV IEE
e, KPS 5, ZOWICH>E, =& 7 —/ (95) Z AW TRBRICEEL THR-
et e U, AT RO ERIEEIC L DRIE L2 L &, ZRARY VTR O
AT bV ERI RO L ZAHIRERDEE DRI Z 580D %,
3) ORI AT S ARIERE (RAET Y 7 LEEANE)
SR FVIUTFERESR D AT bV LRl D & 2 AIT[RER O R E O 2 38
DD,
(2) E&E
AR T_& x5 ok U
HPLC : High Performance Liquid Chromatography

E={11}



V. ®HA|CE8¥ HEE

1. #Flfe
(1) HEORXH
H A 7B LA
(2) HWEIDONEER IR
&NV-—1 HEONBRUMEK
764, 1) 782 &%I0. 5mg 1) o702 %% Omg

REPLRIZSOHEHA G, JEE | AEARICSOBEEA G, RiEP
DA 7R NAIT, RETEEA | OKD T RAFIT, Rilll XA
PEIR - Al WZEDAHIXIHIDEVRHD, N | ITXDAILHIDERV DD, KN
BYE. AE~BEEAOAE L. | AW, AA~BUEAOIE LT

RO TH D, (HA) RO TH D, (HA)
R&E S & K 3cem & #3cm
B 1b5g #15g
Q) #HAa—FK

A% L7
(4) HEI YL
B R —ixatBais HrisEakBris (RDRorEmsA) [
AERIE K
fis A HIROHERE (0 7R HF) ([ZHEET D,
(AR ZBANFHNIINAR D T 72 LI E I 505 K0 72 AR OBIEIC XY BE L7z T
N 7B NVAIDRRgEERERIEZ W LTz, )
(5) it
Y L7



2.

3.

SH DK
(1) BHES CEMERS) OEERVGHMHE
RV-—2 FHES (EHEES) OEERUVFENF

R 7E44 1) 2702 4#0. Smg 1)o7 ar48H1. Omg
- 1 & 1 &
RS REAHV 0.5 mg REAHV L 1.0 mg
N 5 W arrorsey, d<ifl
HTRNVAKRIEK BT F o, 77U KBIET N T A BiilE,
I RYAFToF L gkt <0l 60, T FF %
BEMBET IV, NTAXVEREFR T v, PR
g sy 78U R, RELVYF o, ~"—R77v b

2) EREFORE

A% L7
Q) #=E

A% L7
ATBRADHERRUVEE

EARRAA

4. A
A% L7
5. \BAT SAIEEED H 5D
MR L
6. HHDBEFUTICETIREH
£FNV—-3 ERHREHER
75 4 REEAME | A - I 418
) ‘/igmféﬁ” s, SPal| 36 4 A s 7Y s 7Y EfLis L
s ‘/ifm‘féﬁ” sif. SP/aE| 36 4 A T T Zere L
WESE - HPLC
1. RAAERVBREOREN
A L0
8. thFlLDEEZEIL (MEIEHNEIL)

9.

X LAg
pidarhis

BARRNA




10. &% - 2E
(1) EBARELERE - A%, NENHHREEEE - QFCET 5HER
AR SANA
2) a%
(U >7ao%% 0. 5ng)
50 f& [2 {5 (SP) X25]
(UrTRao%HE 1. 0mg)
50 f& [2 {5 (SP) X25]
Q) FHEE
Y L7
4) BHBEOME
SP al#
TNHWIQ8PV—h:TNAI=UL - RIZTF L
1. F@R#tsh5EME
MG L
12. =0t
R L



. JARICEY SIEE
1. EEXIIE
EEUXREEX (BEEXE)
2. THEEXIHRICEET HFE
RE STV
3. HiERUHAE
(1) AERUVRAEDHER
W, 1 AW S & 0.5~2.0 mg & 1~2 [EIZ/0) TEBANICIHAT 5,
LIt JERZ B 722 HWE 225, ERIC K W EEET 2 Z &£ b H D,
(2) RERUVAENHRTERERE - B
UL L
4. RERUVREICEET 5IE
RE STV
5. ERPKALE
1) BRT—32/1\yir—o
A% L7
(2) BGRPREIEEER
BRI L
Q) AERGERHAR
ZMER R L
(4) HREIAIEAER
1) AhEREEEAER
ZMER R L
2) REMHER
U ER R L
(5) BFE - FEAHR
BRI L
(6) AEHIERA

1) ERARERE (—REARERE. BEERARGRAE. ERAMRELERE) . BEkkk
T—ARN—RRE. BERTERERSBRONS

Y LR
2) ABEEFHLELTERFEOABXETEREL-AE - HBROBME
AP
(1) £t
ARGRIEIC I T B A EREAT & 611% 131 1 TH v . A2hHEI1T 81.7% (107 ) TH -7 Bl



VI. EXNREICEET SHE
1. REZMICEESHSHELAMIIELEYH

a)FV . e Raa)lF ., S R=vyar AFAL7Lr =y, NIT7TL>/ al,

TXYAHKY
EE  BEOH HILEWDORNEE - IRFE L, BRFTOETRLEZRTLH &,
2. EH{EH

(1) VEFREBLL - fEFRISR

1) {ERET

27 aA RTMREICHFEET 28y a vy 7 ERE MGIEAE EEHAERERR LI AT
2 A RZRBICHESEBENICBIT L, AT A REOGEOBR 2 EEL S8, 03K
ERZRET D EEZE2 DN TWD, £, MENEMIR Y SBR[ 55 % 1
fil4 2 X0 RIEOLEMIZEET HEHL., 74+ A7+ U 3—18 Ax & FRIN 2 MR Y
VIEEA b U A a N RS uRE TSV R P A ORIEERDE A HE T 5 E
PR EOKBEMADIEH A LN TND,

JAERIBE & LT, HERDOZRT oA REZOZRIEBEEEREERLT D Z L T,
NF kB ° AP-1 LPEEN LV A DU A U EAOFECMAREEE 77 T OFBLE A2 FHi L T
WD AR NER B R T OFSREZ MHI L. 2 BIROSHIK LG LICGEIE. VAR avF %
OHFBEENTDHEEZ LN TS B, —J5 EMHERFEIIZE TH D, Vo il o
T U KoL ZMEIT 5 &Iz, ZOWIHCIEHRLITR LA v 2 —m A %2 (IL) -2
DPEEEZMHIL, FIZT7 R b= A2 RET L2 LFTI0MS T UV NREZETS
Wt RE 2 EET 5, o, FPEROBEEELAVCARREZRET S L, v~/
7=V OER - FRERERE, TNF-o, IL-1 72 EOREEY A I A VFEARSI L RY
PRER~OPUFHR /R RERE F I X 0 e K OV R Moo (IS B9 5, IS, i B U v 3Bk
FERT &, BRYBEMEARECIIRE/ a7 ) VEARZKTIES, ZnbLSMTYH, 4F
MRER-CIF R ER . IR IC b B 5 7))

BRI G SNZRIERE AR VE T, BERORIEMRE S RIS D, WO
ThDHEBOREMEREL, BIBSRERNVE ML T EEDIER LSS (8

2) HEEEH

NRE AL NI AR E RIS G RV T PURIEMER., U7 LV —1E . sz

FITEH OI1E2s, ILFPHICH 2 REHER 2 A9 5,



(2) EEENTHHABRKE
1) HRIEEN
P ZERE IR H
BB T v b (WAG %, M albino, n=19/8f) ZHW\WTH 77 = AZEERICHT D
IR a2 TRECTRE LTz, &A%Y v ofs hiiide KaavF>y oo 35 [T
o 191
- BB T v b (n=8~12/FF) |2 5~T7 mg DORRER & M miil 2 FioBil S &, WHERE
IR & U CHRE ORI B AR VT v O W SEIEIIHIER Z it Uiz, & X 2 v ofExt
SMmIEEE e FeaLvs Y oo 35.8 (5 Th o7, [RFFICHIE L7-MfgRiE, 27V a—7
VU ERIZIFIETAT LA AR 2 7 L 7= [0l
2) PURPEAMARE~ D2
FEK plaque % VY, 20% EAR MLERFEIFIR 0.05 mL %2 R ERD 5 A L CSEE S &,
~ 7 A (CF1%, M. n=16~28/1F) WUROTUAEAMIEDOLEE) & ZN~DRXE XL D
WAL L, VoTurryry70.01% 1 H 0.2 mgkg fRO&GI2EY, =7 FEDH
PRREARAMINBEITES 1 IREUS, 2 RIS & bxIIROK) 1/2 Th -7 [
(3) ERRIREFMA - 1FEERE
M EE R L



VI. EMEREICEY 5EE

1.

Ifn A= EE D HERS
() BRLADGMPRE

KPR L

(2) ERPREAER CHER SN -MHIRE

AR 252
BIVI—1 (R 9 &80, EEERMASNE S fllc, Fx REZ A2 1.0 mg A 4LH 118

- B

ZEMGRICHRA LI L EOMmBER 2 A 5 R, i b5 FFEZICHK&E 4.156+0.21
ng/mL %75 L, 24 BEf#%121356 1/4 @ 1.0+0.21 ng/mL ~& %4 (& F L7z B2 GRE s

RIA ; Radioimmunoassay) .

HVI-1 ERARSHOMNEDRE

(ng/mL)

5.00
i
3 4.00
o 3.00
s
TE .00

1.00

L1 1 1 1 2'4 (hr)
PR i) CEHIE + FE Y (R 2%)

NRE R H R 1 mg flA

B’VI-2 2~ &0, BVI—1 OEEFERABES FlD > B, 26 A ~NZ A& 5
1.0mg OG5 L, BEFMICMERRELZNE L-, 2060 b NIRE 2 B B IC il
(No.1:18.36 ng/mL, No.2:12.59ng/mL) Z/Rr L., Zi o IFAAEGRHIZEIT 2 Mg

WEOREMBOK 3~4 5 Th o7 121 (HIEL : RIA)

BVI-2 #0OK5RUVEBRNERESROMEPRE

(ng/ml) No.l (23 7%, %) (ng/mL) No.2 (36 . %)
15} 154
-A'
v .
""\ ..... /\gxgyyﬁ lmg ]( '\ 5}5//{['E lmg
i T RH A XY U] 1 mg ! — RERAFVUMAH 1mg
1] SR S
i \'\ 1. i \'\
ﬁ% i N, i ! N
7R E N, EF] ' N
FP | N “)i% | hS
i i AN FF i ™
= sl ' 1
i s
i !
i !
i I
| i
0 g




@) HEE
BRI L
4) BE - HREDO=E
MR L
. EMRERNO/INSA—4
B LR L
(Z &)
FERERR N 9 BlC <2 A %Y 0.5 mg ROBERD/F 2 —% % FRI—1 (277 (18]
GEAT—%) .
RVI—1 EVEERO/AATA—F (RZAZIV )

NAATRLFTEY T 4— 8 Ty P W7VT IR | MEEEE AR oy 4
(%) (hr) (mI/min/kg) (%) (L/kg)
72 5.6 = 0.8 2.9 £ 0.9 64 = 6 1.4 + 0.3

(AEHE  HPLC) (P + iR HERR7E)
a: T LR OBE DR 2 ORFZEN S EHA
AN ERERAHICHE SO TN 87T% KL W/ hNEWTRATE YT 4 —ZRBELTWVND
b @ VE -
c: MERDMIEITKF+ 2 H=1.1£0.1
d: Varea

(1) fEHAHE
AR L
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