2023 4 7 HekET (BB 11 hRD

H ARG i /03 5 875200

EIIL A HE 2—T — A
HARRE A2 0 T F a0 #BE6E 2018 (2019 AEFEHTR) 12 HEHL U CHERK,

7
NC15

BonATFESED

o X O — SR T X R L

Kotaro Orengedokuto Extract Capsules

#l 1

i f1 7" & LAl

A o KB OH X

L5 2B 1 R i LASR 0D P K

o - & &

A6 B 7N H R EEMEREL T A
1800mg % &4

- fise ga

m&4 o ¥ E G
£ 4 : Orengedokuto

B R e KGR A H
A AEI R - Wo7e B ih
FHA

BB FEAGREH H ;- 198642 8 H 28 A
HEAM L EINEAE A B ;1986 4F 10 H 30 A
By 52 BH &6 4E H A : 1986 4F 10 H 30 H

BLERRSE (A) - 245 -
et

BE AR gE oo ¢ /N KRR T SR X2

5 S5 A R Y 3 o0 LG S

Mw & b & 8 0

INREREE T SRR At RIS

TEL 06-6371-9106 FAX 06-6377-4140

(9:00~17 : 30/, H. HLH, BN ZFR)
B E AT AR — A=
https://www. kotaro. co. jp/iryou/

K1 FIX2023 47 HUGET O U CEO LI E

EUWET LT,

)
BT OTEHIL, SIATBAEN EH G R ARH S M O R M R R~ — U TR L T

2SN,




EERAVAEL—TA—LFBHOFSIZDOHME —HARRERIFS—
(2020 4F 4 A eLET)

1. BEERA VA E1—T7+r—LIEBDORE

IR EIE S DA 2B E R & LT, BEREMERLRAGE (CUTF. 3E)
WD, EIFBG CEER - SEAIANSE O ERIEFE D B EBIT LB R K5 O EAE
FIEWZIE AT 2B, A SCEICFEHE S Vo B2 AT 2 I EE 2R B A
WRGENH Y, BERAEDOERERIYE LT, MR) E~OFROEBMGHERS
BEC LV EREMTE L TE WD, ZOBICKEREREZMBENCATT 57200
HHYRARNE LTCERELA FE2—T4+—5 (LLF, T FET) BFEA LT,
1988 R H AP EAIAT 2 (BLT, BIRIE) FINEE 2/ hNEE S0 1 F OfLERT,
I Ftdiial, 1 FaldiBEEARE L, TD% 1998 4EIC AIRIREHE 3 /NEESN,
2008 -, 2013 I AW EKERIFREBE SN 1 FRUsiEHEOWGET 217> TE T,

[ FRO#EESH 2008 LIFE, 1 FIZPD FEOEBE 17 —# & L TR 5 2 & 23JRHl|
Elpol, THUTED, M LEO EBERUGT N O - HAICHET ORILT — & %18
INUT2 1T FAESMCIRt SN D Z b Erodz, B&HRD 1 Fid, R ERERG
G (LT, PMDA) OERHAEERERBERBREO X — T
(http://www. pmda. go. jp/PmdaSearch/iyakuSearch/) I[ZTABI S TCW5D, HIFHKT
(%, 2009 XL VFEHESLO I FOFREZBETT2/MEE LT /282 —T 4 —2A
Bt ZREL, 2 0 1 FORRMCELMET 28 EFEAERE U CEYNEA -
BEtL T\ 5,

2019 FEDUSHT CERLHEFEOLAF I AHE, 1 Fii#EeE 2018 BAAREN, &
i TR RSO R IERIEIIEENCET 204 RT A > ) ICBET 218 IO
7=, EOEHFMRERE LT,

2. 1F&lF

[ FIX MR SCEEOBRAEMTE L, EA - BAMEOEREREEICE > THWE
BBy EIHLOGHEEBROT O DGR, WHFHDOTDDER, HFOTDD
T, EIFELOBEEEHOTDOFR, FHFEWREE T 7 OO DIFRENEN I
TR AW ERN OEE LM EL LT, HRENTHEHEZKE L, EHEEOT-O
(22 5% 3R 0 BUE AR 58 ST BRGEIC HE o D AR I VER M O BE 2 IKHE L T 2 A
B EAEMT B,

I FICFLHT 2T A RSN BRI RE L7z [ FidfiEEIcER L, S opstz
B KGR OHMANOE RN FEH SN D, 7277 L, BERAEOMEZICED D DKL)
R B S 25« FIWF - 2 _REFHELE L] FORREHFEL TR O, SV
Z2 5L, BESENORMILSINZ T Fix, FIHE A OGN - AW - BREH 5 &
EHIT, MERHTEETDHILDO LWV IBIMEFFOZ L EFfEE LTWD,

[ FORMITE T —F AL L, BIEEETORAKITMATIIR,

3. I FORAIZH=->T

BIEAED 1 Fid, PMD ADOERHERBIFRRR O — B i v
ANQAYSR

BT [EELA 22— T+ —LEROFES X | 1> T 1 F 21ER - 12
203, 1 FOFRAZEE 2, ERERBGICARE LTV AERSC T FIERRRZRLHE L
HEVMF RGN HOW IR SEDOMRE~DA A 2 —IC L VFHAEH LLRXNE %
TR, [ FOMAMEZSOLLEND D, Tz, MR SN HH EoFEES:



BT A FRICBEA L TIE, 1T FRET N5 £ ToOMIE, BESEENRMLT 5 %ETH
KEWHONT LI CES, H D WIIETEO ER NGRS — v 2502 X0 A0S
HONEfEdT 2L LB, I FOFERICHIZ-> L, &FORMNLEEZPMD ADE
R E RS RS MR R DL — TR T HLE N D D,

2B, WEMHSCZEEOMREO SN LEEE I TWD TV, 5. KRR < IXIL
SEER . IXITL 5] ICBET2HEBHIIAREZT TORWERPEEND Z &
NHY . ZORDFWNIIFHDREETRETH D,

4. FAICELTOEBER

I FEHFHEESICBOTRNT ZENTERVERNFRFEE L UEH LW R
T2, 1T FIZAWRIEOEFE 25 T, Y=L ORLERE UTIRFEICEE D D B3
DMERL « 2492 . ERLEEMS T OO DFHER T 5 &L ONLESITEN, il -
RBUTITEIES, EREREOMNE, AL LRSI T 2 IEEOIRE
HHRCHR B IE RIEMREN T A R A >, B a— K- 47 « 7777 4 ZEDOHIK
T ERESZIT S5 2500, IREEEMRIEEN T A N7 A o Tld, ARG
SO FEFEIZET 2 1F Rz oW T, REBESENRERMEFE DO ORDIZIE U TT
FIZEITELZZNWEINTEYD, MREADA VX B 2—CH LD kA7 &
WLV, FIHEEHON I FORNBRERESELIREEDOTHDL Z LA L TR
TR B, BN ENDHE LN D HEROFFRIBILE MR L. £ OREIMEE A
&, ERBAGICEBT 2 EMAAZMRT D2 EIXERFMOARETHY, 1 FE2FH
LCHEEEZTIMMEDH D H DI L T aE & 20,



B X

I BECHTBER - 1
1. Fﬁ%@ﬁ%{i .......................... 1
2. %%@(ﬁ%?ﬁﬁ%ﬁ% .................. 1
3. @(J o8 @@ﬁu ?E’j’—%“lﬁ .................. 1
4. JEIEFERICBE L TEmMmST &R 1
5. GRS R ONRIE - ] EoORIRREE - 1
6. RMP @*E%E ........................ 1

I. %%I:Eﬁj—éIﬁg ..................... 2
1 Eﬁjﬁ_ﬁg .............................. 2
2. #Q% .............................. 2
3 *%jﬂa:itxciﬂ?ilﬁﬁ .................... 2
4. %%K&Uﬁj\%i .................... 2
5. ALFA (RrdilR) SUIARE -+ 2
6. W4, B4, B, REES - 2

Im. ﬁ;}]ﬂiﬁl:@j’élﬁﬁ ................. 3
1. %EWK?E’J‘%%T ...................... 3
2. AR OFEFRMETICBT DLENE -~ 3
3. FRES ORMERABRIE, ERE - 3

V. %ﬁ“:%ﬁ?’élﬁﬁ ..................... 4
1. %IJ}:FZ ................................ 4
2. @ﬁu@%ﬂﬁk .......................... 4
3. WRHHERER DM OG- 5
4. jjﬂﬁ ................................ 5
5. RAT B ATREVED d B 5HEN -+ 5
6. WA OBXFEEM FITBT DLEME -~ 5
7. TR ORI DR TENE - 5
8. Al & ORAZAL (WEMLFIEAL) - 6
9. fgmiri .............................. 6

10. /}5%% . /ﬂ% .......................... 6

11 BRI S N EAEE - 7

12. %@H’ﬂ .............................. 7

V. ;ﬁﬁl:%ﬁ?’élﬁﬁ ..................... 8
1. ;ﬁ]ﬁg ﬂi;ﬁ]% ........................ 8
2. BIRESITAN R B DR - 8
3. )iﬁ/£&()\)§g% ........................ 8
4. FER O RICBEES DR e 8
5. Eﬁrﬁﬁk%ﬁ ............................ 8

VI. %;ﬂ%fi[:@?é;ﬁg ................. 9
1. FEEEEIZ B B DB X3
ﬂ:/a\%ﬁ ............................ 9
2. ﬁfﬁﬁfﬁﬁ ............................ 9
VI :}‘é#@iﬂ%[:@?é;ﬁg ................ 10
1. mlqj/);%};ﬂf@jz&% ..................... 10
2. BRMPHEEIRMI/NT A A e 10
3. RHEH (FE=l—vav) fffr - 10
4. I&W ............................... 10
5. ﬁj\ﬁ"ﬁ ............................... 10
6. 1{:%1 ............................... 11

7. Hgdﬂ- ................................ 11
8. NIV AR—F—ICHTHIER - 11
9. @4:}?%5:(]: 5[3/%£$ .................. 11
10. ##E@:%%;Eﬁj-é%% .............. 11
11. %@{m .............................. 11
I &t (ERLOEES)ICETSEE 12
1. %%W@&%@@m .................. 12
2. %EWE&%@}EE .................. 12
3. REIIBNRICEIE T HIEE &
%@@EE ............................ 12
4. MEXOHEICEET LER &
%@@EE ............................ 12
5. HMEQRAARWEE L ZOHMB - 12
6. FrEDHEmAEAT LEBEICHETLEE 12
7. *aﬁﬁg)ﬂ ............................ 13
8. %M/’gﬁﬁ .............................. 13
9. BRRMRAERERICKIE TR - 14
10. J@%TQ’%" ............................ 15
11. ﬁﬁﬁi@/}:%ﬁ ........................ 15
12. %@ﬂﬁ@/ﬁ% ........................ 15
X. JEBSERAERICRE I RAIEH - 16
1. ;‘?gf%%i%ﬁ ............................ 16
2. %1@%&% ............................ 16
X. %}EE@%IE':EEI?%)IEE ............... 17
1. /#Eﬁ?”lz‘ﬁ\ ............................ 17
2. ﬁ;ﬁj,ﬁ;@ﬁaﬂ ............................ 17
3. /ﬂ%ﬂ'\’ﬁ?f@,ﬁ?/f .................... 17
4, B BV ER - oo 17
5. }%%Ll_{ﬂﬁ'iéfﬂ' ........................ 17
6. ﬁ*ﬁkﬁj\ . ﬁ;ﬁ% .................... 17
7. lgg_%ﬂ:iﬁgﬂ | IR 17
8. HBLEARFEKFRAEA A K OVKRE 5.
A EEENGEAEH B IRGEPHAER H - - 17
9. ZhEESIIE B, HEKOHEEE
BINEDOFEA B R REDHNE e 18
10. FREFEARR. BAHbRRALREA R
&U\%@Wg ........................ 18
11. Ej%ﬁ/ﬂ;@ﬁgﬁ .......................... 18
12, BEHIRHIIRIC B 2 - 18
13. %%ﬁj_ Koo 18
14. {%I@ff/ﬁ\{#ﬁ@/}% .................... 18
X1 Xfﬁk ............................... 19
1. glﬁqjﬁﬁk ............................ 19
2. %@ﬂﬁ@i{%i@( .................... 19
X 1. %%'ﬁ*—l— ........................... 20
1. iiﬁ%f@%\é)’d—fﬁ%{ﬂ ................ 20
2. WM BT DERASRNGHe- e 20
X II ﬁ%% ............................... 21

‘ ' A o ARSI U C R AT A

1T 9T o COBENESR v 921

. %@ﬂﬁ@@é@gﬂ, .................... 21



o
b

Al-P TNHYVKRAT 7 H2—F

ALT TI=TI ) NG UAT 2T —8

AST TARTX BT I ) N T AT 2T —F
CYP F k7 1 A P450

LDs, 50% Bt &

RH FE T

v —GTP

vy INHINKNT AT FH—F




I. #MEICE9 5IER

1.

(1)

(2)

R OEE
FENOEHIED

HE ARG L (BB | ICRERE L TOUEFNTEEH I TEBY, Z0%EL D
FCEICFEHE S VTV D, TR - T, FIEEDOARE S0, IRFERF DO RRZRERIZES
WERE T 572, =% ARAUL A2 SN CTE 72, AFNT, JFIR OKRUGLHET % )
DR DOER - IZBWERATLOT, a7 I7A4T7 A BN TIE2BZ4, 4
TR/H & LT,

AFNE TEAR KB RHE 5 120 5@ (BBf60 45 H 31 BfF) | icien il
HEE L. KR B L7z,

. HEORERFHREHE

AFIDDRETDRIE, LFOL B Ths, (TV. 1. HEEREHR] OBBHE)
HBIR 1850 D | DIEEE HCHEARL . 0B BT B BIAD b 5RO
Bt FUE, RIE, A n—, Bk, REK IOWE DE, B 5 - R
%, MM

. HEORA|FHEE

AFNE, 6 7T vAHFIC AR RS =% A 1800mg 25 A3 5, (TN, 2. &
FlDHR] DEZM)

. BIEERICE L TEMYT NS5

EERE IR 284

; Yo o e S < I
I HHEET A R T A 5%

RMP

BINMOY R 7 F/AMEiEE & LT
TERL STV S &R

M AHEET A K7 A~

< < < <
z z z z
M M M M

PrBsaE F o> B S e A

ABEHRUVRE - FHLEOHIREE
AREH

REI N TV RN

Jd - FRLEOFIREIE

PSR

RMP OEIE
4 L7y (RMPISREXTGA D)



0. ZFICEET HIEHE

1. BR5E4
(1) 4
o n— R T A T
(2) *4
Kotaro Orengedokuto Extract Capsules
(3) BMDHE%
JFHELHE DA TH D,

2. —fi4

(1) ¥4 (&8 E)
PO

(2) #4& (BiE)
Orengedokuto

3) RT L
YL

3. BEAXIEEHER
PAROANA
(%]
ABNDOE N IIFFE TE RV, BAEEOA T L« AT RO~V
V. FATITUHKONRAL B v UV VRO =R Y REREGERE IR T\,

4. BFARUVSFE
L
(53]
ERROEFDOEH S D3 F O+ &
ALY > (C20H1sN O4 : 336. 36)
XA HY Y (CaHisO11 : 446. 36)
=R K (CirH24O10 : 388.37)

5. 1t%8 (4% XIIEXE
ML

6. ER4A. 4. BE.
L% NC15

LEES



. AT SRR

1.
(1

(2)
(3)
(4)
(9)
(6)

(N

WL RITEE

SLER - MK

EHO~TFEOOMET, BRRATBORH D . BRITMH D TH,
i

JEHE OKBUREMR T F 2) 2.0 g 1R T 100 mL DO/KIZERET 5,
iR

V. 6. HEDEEEFHETICETARENE] OS]

he (MRS . BA. EER

PR

FRIE B AERE 4K

A L7

HEIRE

PPN

ZDMDELRMEE

JRE OKBIRZEE T R) OKEER (2g—100 mL) @ p HIFK 5.0 TH D,

. AR SOFREEHTICETHREN

JEEK OKBURZEE o 20 ) I X=IRICRTFE LI2SE . B X v MO B bITE o i
A, B EBICITEEN o T,

. ARRS OHERHRERE, EE

H & AR s — & A ZHEILT 5,



IV. BX|ZBi9 5IEH

1.
(1

(2)

(3)
(4)

(9)

(1)

(2)

(3)

i 2
iz D X Al
il 7 7" LAl
HE| DS ER R UMK
vailbi 1 5 7 =LAl
oD
a1 o Xy v YRREAARER
i B F 4 RV AR
N £ 19. 2mm R ;6. 5mm
S~y PR HBOEOHMART, BRZZBWAH D . HITE W,
H& 0.36g (RREE5%)

BAa— K

FREML : BT PTP v— k

FTRHNE NC15
DY

FREERE . H R —iakBRys TRIAIEERTE ) o REEslByk | TRNHERA] - 1 7 e
Al OHEIEET D,

g2
M L7

SLF| DHARK

B GEMEmS) DEERVRNHE

fR5E4 a Ko —ghlfREG X A e
AKHI6 7L (NEFE:2.16g) F
HEAo L l1.5¢g

e HRA T/ 1.5¢g

VS YAN

G2 =R 3.0g
HREV v 2.0g

FREOIRAAZE L D i L 72 KB % % 1800mg &2 2 A4 5%,

TN A B =R A BRERKT A, fmElre—X,
M AT NI =g L, AT T VUV~ 27 A, hUER D
WAl VFUT . e e a VR —F AT VI
e~ 7R UL, BTRAKRKICERL &, HEL F, BbETF¥
v, BZF

70 U kil b U L

AN
=

BHRESTORE
A L7
RE

A L7




. AHBEREROEBRRUVERE
BARPANA

sl
ML
. IBAT BAE[EEED & DK MY
RIKDAEIKZFELE LTWD DT KMET D[RO H 2B E FFET 5 Z &1
TR0,
. HEDEEEETIZEITSEEN
1) ABHE
PR RE RS PRATHI R RS
PTP /A% 40°C. 75%RH 6 % H HIFEA
ABRIEE MR, MERERER, R E. RO EE. AY ) VIR REE
0% x4 ) —/TXx A&/, RERE. EalkERER
2) BHE L7234
KRNz 7T AT LT O N 7B VNEY O EMILI TEOMETH - 72,
PRI HE PRAFSRME | PRATHI RS
P e B ORI D b Aad 5T,
W N— I 5 .
Qﬁﬂf 4°C 4R | AR OEIERD Dot
- 40°C., 75%FRH 2566 ONEIEER D B e hr o 72,
i(ﬂ%— ’T@&U\.ﬂﬁ mu@%hﬁﬁ)oﬁo
5Ty vy 4°C 4 2240 K ONEARIERR D H Lo 1,
fFE R4 - B TS 323
B 40°C.. T5%RH iﬂﬁ & Kk ONEAE RO B i
Gy | e R OB B o 7,
=] Y v 0 .
4C 2 \ = TR o T,
&K Y 48 4 3T é&@;ﬂ: 2O BRI
_|_¢/U 73/7‘/1/ 4OOC\75%RH j HE @&UIMﬁwu&)%h
E=¢7) 2240 K ONEARIERR D B o 1z,
4°C 7 \[H] =5 o T,
s vy | RERUBLERY LI L
40°C. 75%RH - K OB 2358
BRI E MR
ZIK%I K SR e o 20 2 SR CURIBEN WO T BE L7 IdE Lsnk 9
AR = F LU BEHEEORGICANTIRETH 2 L, X, L= FTHHP D
A AN

. RELERUVBBBOREH
PR PRAAA



8. fFle DERALM (MEILFmEit)
AR L

9. A™
B R —fixaERE TRRERERE] o NERHRBEREE « XM 12X 0lBra1T o,
S FH5%C 150 rpm
R B REHREREE 1%
e B R Y v NA DYy (EEEK a~ NI T T 0 —1k)
—— ALY
(%)

100.0

75.0

# EE ¥

50.0

25.0

0.0 -
0 15 30 45 60 ()

—— N
(%)

100.0

75.0

4 EE 5

50.0

25.0

0.0 -
PAN
0 15 30 45 60 )

10. B IE

(1) AEMNDELRLE - 8%, SENFHRERSS - AEICET SR
PSR

(2) %
300 1 7t [10 1 7/ X30] [PTP]
600 &7 7 &/ [10 1 7/ X60] [PTP]

Q) FREE
A% L7



4) BHROME

4% ER—7 (/LA PTPY—F
e RVzFLo, & | R)7arLry () . 48 (E)
11. AEREINIEME
BARPANA
12. ZDih
ek Em (BfAImg/H, n=3)
Na K Ca Mg p Fe Al Zn
4.9 49. 4 1.5 19. 8 4.5 0.03 19. 3 0.07

11.
=L X — Sy L X AR5

D RPME 2 7159

HritiE (EDFX) (2 & AHA1 1 B &P ofCEREETHE




V.

(1)

(2)

(1)
)
3)
(4)
(5)
(6)

(7

AEICEYT HIER

. IEERIFTHR

HERIR IR H 0 . DIFEETHTHERLS . WHWHT DA O H DIROFEE :
i, &sif)E, RIRE, /A e—8, &, “HE. MOEE. DFEV, #hE,
9% - [RER. RGBT

. RERITHRICEET HFE

FRIE ZFLTUNZR U

RiERUVAE
FRiERURAEDHER
BE. A1 H 67/ (2.16g) & 2~3 [EINIHEIL., BRI D5
T 5,
7ok, Flm, RE, ERIC I D EEHEET 5,
(figEsn)
SN &
) AFNT 1 BEH 7w AH (EF19.2mm) DO, OEIZONZIIBENRH D
DT, SmARmDINITIIMH S TN EDREE LU,
2) NEHEITRFICED N TWRWA, BZ L LT Von Harnack /)23 FH &4
HBRICHET D ETRROL IR D,
125 - ANHED2/3 [1H4H7ENL]
7.50% - AHED1/2 [1H37&L]
FERUVRAEDHRTERE - IRH0
IEF0 65 4F 6 H 25 A ATHEEE 804 SR AR - AWBRUAER R B ENIZIE VR IE,

. BERUVHAEICEET IR

BXE SV TUNR

B PR R

R T—3 NNy —o
PARPANA
ERRFEIRSER
YR L
FAERICIERHER
MY ER L
REEAYERER

MY ER L
BE - RAERIEER
MY EE e L
AR E

Y EER L

Z ik
YR L



VI. EMEIE(CE§T HIER

1. EEZHICEEHDILEMXITILEYH
GG
(53]
AR EERKICEENDILEME LT, ULy - FTRTHEEOILRY |
FAVALHRD AL B Y v UV VBRO T =R MEREH SR TN D,

2. EHEER

(1) EREML - EFE
mMER L

(2) FEHEZENITHREBRME
mMER L

(3) 1ERFHIFRFM - G
MR L



VI. EYEre(ZH9 518H

1.
(1)

(2)
Q)
4)
2.
(M
(2)
Q)
(4)
(®)
(6)
3.
(1)

(2)

(1)
@
3)

4)

meREDHR
AEEAEYTMGERE
mEER L

FRPREER TR SN -MPREE
mEER L

thiEisE

PAY-¢ 2

BE - REDOFE
PN -2 2

EYLRER/NT A —4
R A&
MY EE e L
IR AR IR £ TE 440
MM EE e L
HEEETEH
MM ER L
JUVTS VR
MM ER R L
NhBEHE
MM ER L
Z Dk

MU EE e L

BER (KEaL—v3>) B
B A%

AR L

N5 A—S EHER
AR L

- IR

PG L

VXl

% — BP9 EadE s
HMEE e L

%k — AR EBE
MM ERE e L
it~

MM ER e L
BERA~DIITHE

MM EE e L

-10-



1

1

®)

(6)

(1)
@
3)

4)

0.

1.

T DOBEADBITHE
R L
MmiFEEFER
R L

35

IR B R BBHR B

YRR L

KB5S 58K (CYPE) OHFiE. 5=
M ER L

MEEENREDEERVZDES

IR L
REVOEFEDERERVEML., FAELE
MBI L

. Bt

BRI L

S U RAKR—E2—IZET B1EHR
MR L

. BNFICKEDBRER

mEMER L

BENDERZATSEEF
MR L

Z 0kt
LR L

-11-



VI &% (EALEDIESF) CREI HIEHE

1. ZERNBEZTDER
FRIE ZFLTUNZR LD

2. BERHNRLEZTOER
REINLTVZRWN

3. MEXIIHRICEAET HEELEZTDER
BRI ILTUV 72N

4. HBZERUAZEICEET SR L ZTDER
BRI LTV

5. EEGERIIE LT DER

8. EELEAMIE

8.1 AAIDEHIZHT-»> L, BEDIE (IKE - JER) 2EFEBELHRETHZ L,
B, Bl E B L, EIR - TR OUEENE O VR WIGEITIR, ks
BHZRETDH L,

8.2 v ERRAIOESRE (£ IX5FELE) 2k, KIFOGATHEY . %
fE, OB A, 1EBE. RAEE1E S BRBEFIREGEN H bbb BENNd 5,
EHIET 25 812H - Tk, EHIIC CT, RIBNESEISOREEZITH 2 &
DEE LY, [11. 1.3 ZH]

8.3 M F AN EE AT 2561, EFEEKOELICEET D Z L,

(fiF750)

8.1 A FA DO LY —BOEEMHEX L7720, WEHEFSDOE 2 %2EE
LCHEHATEERE LT,

8.2V v EaFHMAEZEMARHTAZ LT, BWEHRS bbb dBENRH D
7o OFLE L7z,

8.3 R A A 2 O T 2 5 A id, EEAEROBEMIENKEECH 5720
A L7z,

6. REDEREHI HEEHICHIT IR
() BHHE - BEBEEOHLHESE

9.1 AHHE - MEEFDHLEE
9.1.1 ELLHAKNDRATWSESE
BERR S oo <720, TOIERMEBINDIBEZNLD D,

(2) BHEESESE
BRE I TV RN
(3) FF#eefE=EE
BE S AL TR0

-12-



4)

®)

(6)

(M

(8)

(1)

(2)

HEREERT OF
BRIE S TR0
bE 47

9.5 1E4m
PEAR SAFHEIR L TW D FTREMED & 5 VEICIE IR LA M et 2 L[] 5
EHB SN DG EICORET D L,

RELIF

9.6 RELIF
TR LA R OREFLREOA RNEE ZJE L R Ofkke X 1k 2 a4 5
Ze,

INRZF

9.7 INR%F
NS 2 G & U T BRRERER 120 L TuZeuy,

STk

)

9.8 B#E
WET 572 EEET L2 &, —MICAEPERENMIT LTS,

(figan)
Rk 44 H 1 BATEEZE 30 & TElnE ~O8 512587 % R RS Off
FOFEEOTZEHIZONWT ICHEOXTHEH L,

REEH

HRAZE L ZNDERH
BRE STV
HRATE L EDERH
BE STV

. BlEA

11. BlEH
WORWERNS b Z ENHDHD T, BIEZ 71270, BENRO Lz
A3 G5 24 57 SR EEITH 2 &

-13-




(1) EXGEMER & HER

1.1 EXLEEA
11.1.1 &M (BEEA)
N, IR IR RN BiE O REEND Db ISEE IR, ARlOEE % Ik
L., B0 X A, M CT oM 2325 & & HICRIBRERLVE S
Bl O GLEDOWMY) LB ZITH &, Fiz, Bk, RN, BEERND Hbh
725623, ARORHAZFIE L, 727 BICHEET 5 L5 BEICH LEREEITO
Z &,

(fgsi)
AFNZ LB &b dMEMEMROEERENEBINTTZD, FEK 1049 A
9 HATEIRZ 101 5 TERIE GO H EOFEEFEHOEFIZHOWT) (ITHD X FH
L7,

11.1.2 FFHaEESE. BE (WO bHEERT)
AST, ALT, Al-P, vy -GTP FFD3F L\ E&H-Z £ 5 IHERERRE . S2HH bbb d
ZENH D,

(fiFw0)
AANC L B &b D FHEREREE ., BEORIERANHRE SN TWD =D L
7o (RZEHRE)

11.1.3 BHMEEFIREEILE (BEAIA)

REIHGIZL0 | IBRESEARBCIED & Do Db Z L3 D 5, 8. TR, .
REFPRZmISF 25 0 K L & & DTG SUTER MG e > e a3 b &
ik L, CT. RIBWHEEFOMEZER T 5 & & b, WYRLEZITI Z &,
B, BEYRINICE > THEF b HES N TS, [8.2 ]

(figan)

AFNC X 2 & B 2 WG SR VIE O M G N ER S 2720, Rk 256
8 H 6 HASERZLH 0806 5 175 [ [HEH LOERE) OWETITHOWT) 1I2&D
XEcE L7z,

(2) ZothoEEA

11.2 Z0toEEA

BARE

U EULE B =B
HERIE BACRE, BN REE, O, L EE. TR

9. BERBREHKRICRIZTZE
BRE I LTV

-14-



10.

11.

12.
(1)

(2)

BEiks5
BXE S AL TUNR

EALDEE

14. BHEDIE

14.1 EFIZFRHFDIE

PTP @EEDIEANL PTP > — F bV L CIRHT 2 L 588352 &, PTP &~
— FOBRBIZ XU | BEWELA DS EER AR U, EITIEZLE B8 2 L CHERR
AREOEERAIELZIBT LN 5,

ZTDHDEE
BERRfERIZE D < 15K
FRE STV
JEEERRERER ICE D < 1F#R
BRE I TV RN

-15-




X. JEERPREABRICEAY SRR

1. EEAER
(1) ExhEEAER

[VI. EMFE(CEHT HIER] @
(2) ReMFEEHR

EEp il

NN

U ERR L
() ZDthdEEHER
MM ER L
2. SMHHER
(1) BERExkEEMHRER
JFEE KRB ) OSHEFREII FTROMIE CTH 72, (L Dy : mg/ke)
EUL7E T e Y L D
BDF, A~ A" | >5, 000

AR ¢ RETTRAR L, ETHIR L,

(2) RIERESMHHAER
MU EE e L
Q) EizEMHAER
U ERR L
4) HARMERER
YR L
(5) HEEFRESMHAER
MY ER L
(6) FRTHIZMEEAER
MY ER L
() Z0HoskEH
MY EE e L

(FENE B

-16-




EEMEIEICET 5EE

. RHIRS

B Y LAV USRS DERRL THD)
AT« 7% L2

. AR
RStk 3R

. BERRETOITE
FERRAT

. RV EDEE

20. WKL LOEE

2.1 AFOREERDT, TEBERGEMT | FHHICOS72 5L
VRIS 2 L

20.2 BEHIXEHCRA AT | BT S 2 &,

V. 6. HADBEEHETICETELLEN] OHSH]
. BERITEM

BEMERLTA R HY
<FvLolLEy: &Y

. R—HS - FE

[Fl—AL 54 3K

CHRVE) SOEAR RS — % A ARL Vo v a vy EifEE Y FC = % A HMRLIE
JPS W fR RS = & AR FAFIA)

F—AXEHEREEL =X A G Y AT AR TR AR (ERA)
Fr—A X fEED % A T §E AR B R 75 1 T o A JERL-M

7 Z 3 TR R T X AAIRL =R I S AR

7 T v a5 A BE R i D BB 7 1 o 55 A AL

= 4 m—p AR T 3 AL

. ERREEAH
BARRAIA

- RERTARFABRUVARES., RMEELERFEFAB., RchnFEAR
AR AR A R ESE ST BG4 A

1986 /-8 H 28 H 16100AMZ04026000 1986 4F 10 H 30 H 1986 4% 10 H 30 H

-17-




10.

11.

12.

13.

14.

hE

(A %]

. DEXIIMREN. AERVAEEXEENENFABRUVZOAE
(IRNROLH 2644 H 7T H

WA 3 0 . DIFEETHTHERS, WHWDL T HMHADH 5 IROFHIE
i, &, ARIE, /A v—8, Bk, “HEL MOBEME, HEV, B,
W5 - BB, BERFEIE

BEEHER, BiEERAREABRUVZFOAR
Wk 26 -4 A 7 H CGERFEAR 0407 5 1 55)

CHREVEF ARE 2HEE 3 5 (ARESER) 41060 FE
TOWTIITHEEY LAV,

PRHlR R AREA R
i R

EORE

BEEYRE
M L7

(IX. 9. EEXIFTHRE

m. BERVCHEEZEEENEOEABRUVUFDAR] OHE

ZR)

REMREFIRICE T 5 1ER

A L7

£Ea—FK
JEA: T7 )48 AT . o1
- sy | TBIERG 2 — R SN Lt 7 bR AR
R5E4 %ﬁ”ﬂﬂ%ﬁ%iuu V] 2— 1) HOT (9 #1) & & S 27 Afla—F
=2 n 5200011M1027 5200011M1027 109851802 615101190

Lo 20 7L

RIEHAT EDTE
RIE SN TR

-18-




XTI.

Sk

. BIAXE

EE R L

. ZEDthDSETE

mEER L

-19-



XO. Z2&H

1. ELESHETORFTIKR
Y LR

2. BIMNZEIT BHERIRIEFR
Y LA

-20-



XI. &

AIEOMEHIZEE T 5 1EE AT
R 7 L5 ﬂ%ibf%ﬁ%ﬁﬁ%aihf%@ b ETHRIE SN T DHHERS
ETHRONTEREEZFEL L TIRRLTWD, [EBRIEEE DR
DBEBFHRTHY . MILHEOREE T HDTIIARN,

AEZ T TRV EEIS

oA aEEND,

A ZREd 5 BT

1. A - REIMEICR L THRRHIZTSI1CHE-> TOSEER

(1) ¥
MR L

(2) HifE - BAMRURERSTF1—J0EB%

Bt 7 v LT AR ORERG-F 2 — 7 OmimtEl TEORRETH - 7=,
5 5 BB E Fa—TVA X A
55°C. 547 5Fr. HiE LIz < Wy,
55°C. 547 8Fr. HIE LIz < Uy,

2. FOMOBEEER
BAEE L

-21-




	表紙
	目次
	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
	６.RMPの概要

	Ⅱ.名称に関する項目
	１.販売名
	２.一般名
	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
	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
	２.製剤の組成
	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
	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
	４.用法及び用量に関連する注意
	５.臨床成績

	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

	Ⅶ.薬物動態に関する項目
	１.血中濃度の推移
	２.薬物速度論的パラメータ
	３.母集団（ポピュレーション）解析
	４.吸収
	５.分布
	６.代謝
	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
	７.相互作用
	８.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

	Ⅸ.非臨床試験に関する項目
	１.薬理試験
	２.毒性試験

	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

	Ⅸ.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
	２.その他の関連資料


