2023 4= 7 AET (BB 7T hR)
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
N17

THWEALY 1D

2 41— F AR % R R

Kotaro Goreisanryo Extract Fine Granules

i W | kA

/oA o B X 4| GEEKLLSOESK

Mook - & & giéﬁ.ogqﬂ:a%ﬂ%ﬁiﬂm&zg%

m4 o O
PE 4 : Goreisan

WE R ge AR H B | RERGEATEFEAR 19864 9 H 10 H
AL FEUENVEL - IFeBigs | FAGEEUMENEAFEH B - 1986 4F 10 H 30 H
FHH B 52 BH A6 4E H A : 1986 4F 10 H 30 H

- fise %

SOERTE (EA) - $24% -

U35 AR 52 o6 ¢ /) yil 1| SR - A
MRS 4 BE A 98 ot ¢ /N R BB 5 SRR Ut

25 S A R Y 3 O G S

IINK AR T SRR sl RS

TEL 06-6371-9106 FAX 06-6377-4140
fMw A& b & & O] (9:00~17:30/1, H, fLH, #EAEREZERL)
R BELRE AT R — A=
https://www. kotaro. co. jp/iryou/

AT F %2023 4 7 AUGT OB CEORLHICIES S UWRT L,
BT OEEIL, MNZATBAEN EH G E R A B O A IR R~ — U T8 L T <
ZEW,



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

1. BEERA VA E1—T7+r—LIEBDORE

i EIE S DA R EREHR E LT, BIEAEELIRMISGE (LUF, A 30E)
WD, EEBG CEEAN - 3EAIRNSE O BERIEFFH DS B ER 0B 70 R 3 5 o3 (E 4
FATEREZIEHT 2821, WA SCEICRRE S N B H 2 AT D BICFERZ2 T &
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 I H APPSR (BLF, B FINE 2 /hERESD 1 F OMER T,
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
A (LTF., PMDA) OEBHEEREBBFEHRBRREO X — U
(http://www. pmda. go. jp/PmdaSearch/iyakuSearch/) IZTA I TWA, HIFIEKT
I%. 2009 FFE LD FTEFESLD [ FOFREBRETT ke LT Ao a—Tr— 4
Bt ZREL, 2 0 1 FORRMCELMET 28 EFEAERE U CEYNEA -
BatL T\ 5,

2019 FEDUSHT CERLHEFEOLAF I AHE, 1 Fii#EeE 2018 BAAREN, &
i T R O BE S MR IEENC BT 2 A KT A > ) (ZBEE 3 2 5 S 0
=8, ZEDOEHMERE LT,

2. 1F&lF

[ FIX MR SCEEOBRAEMTE L, EA - BAMEOEREREEICE > THWE
BBy EEGHOMNEEROTOOFEHR, WFRETOTD DR, D= D
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 2550« HIWF - 203 _REFHELE L] FORRTHFEL TR 520, 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
HEVMHF RGN OWTIREESEDOMRE~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, WEMHSCZEMEOMREO SN LEEE I TV 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
AT BRIRIEEN T A T4, "EHa— R - 47 - 7T 77 0 REOHIK
EEREZT 5550, IREERIEMIEEIT A R T4 0 Tlik, RAGBIESCERD
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. BEICETHER - 1
1. Fﬁ%@ﬁ%{i .......................... 1
2. @&@(ﬁ%?ﬁﬁ;ﬁ@fﬁ .................. 1
3. @(J o8 @@ﬁu '—%‘»E/j;%‘:‘ri .................. 1
4. BIEFEAICBE LTRSS R - 1
5. FKARAMF RO + M LRI - 1
6. RMP @*E%E ........................ 1

I. %%I:Eﬁj—éIﬁg ..................... 2
1. Eﬁjﬁ_ﬁg .............................. 2
2. #Q% .............................. 2
3. fﬁ%:ﬁiﬁXﬂiﬁﬁiﬁ .................... 2
4. %%K&U%%% .................... 2
5. A4 (andaik) IARHE - 2
6. W4, B4, B, REES - 2

I. BSESICETAER oo 3
1. %fifhiﬂ’]‘%’f@f ...................... 3
2. ARy DFEFRMETICBT DLENE -~ 3
3. ARGy ORERIBRE, ERE 3

V. %ﬁ“:%ﬁ?’élﬁﬁ ..................... 4
1. %IJ}:FZ ................................ 4
2. @ﬁu@%ﬂﬁk .......................... 4
3. USRI ORI O R - 4
4. jjﬂﬁ ................................ 4
5. RAT B ATHENED 8 B A 5
6. S OFFERM TIHBT DLEME - - 5
T. LR OV ARG DR 5
8. il & ORAZIL (WEMLFIEAL) - 5
9. fgmiri .............................. 5

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

11, BERHRE S IV e 6

12. %@H’ﬂ .............................. 6

V. ;ﬁﬁl:%ﬁ?’élﬁﬁ ..................... 7
1. ;ﬁ]ﬁg fi;ﬁ]% ........................ 7
2. WHESUTDRACHIE H IR - 7
3. )iﬁ/£&()\)§g% ........................ 7
4. AELOCHEICEE S DR - 7
5. Eﬁrﬁﬁk%ﬁ ............................ 7

VI. %;ﬂ;ﬁ;ﬂ,:@?é;ﬁg ................. 8
1. PP EE H LA X
ﬂﬁ/ﬁ\%ﬁ ............................ 8
2. ﬁfﬁﬁfﬁﬁ ............................ 8
VI :}‘é#@iﬂ%[:@?é;ﬁg ................. 9
1. mlqj/);%};ﬂf@jz&% ...................... 9
0. MPEEEZRI /ST A B e 9
3. RHEM (RE=av—ay) f#fr - 9
4. I&W ................................ 9
5. ﬁj\ﬁ"ﬁ ................................ 9
6. 1{:%1 ............................... 10

7. Hgdﬂ- ................................ 10
8. NI UAR—L BT DM 10
9. @4:}?%5:(]: 5[3/%£$ .................. 10
10. ##E@:%%;Eﬁj-é%% .............. 10
11. %@{m .............................. 10
VI. ZEM(EALDITES) ICEYTSER 11
1. %%W@&%@@m .................. 11
2. %%m@&%@@m .................. 11
3. REIIBNRICEIE T HIEE &
%@@EE ............................ 11
4. MEXOHEICEET LER &
%@@EE ............................ 11
5. HEEREARRER L ZOHEM 11
6. FrEDEmEATHEEICHATLHEE 11
7. *aﬁﬁg)ﬂ ............................ 12
8. %M/’gﬁﬁ .............................. 12
9. BRRMRAERERICKIE TR - 12
10. J@%TQ’%" ............................ 13
11. ﬁﬁﬁi@/}:%ﬁ ........................ 13
12. %@ﬂﬁ@/ﬁ% ........................ 13
X. JEBSERAERICRE I RAIEH - 14
1. ;‘?gf%%i%ﬁ ............................ 14
2. %1@%&% ............................ 14
X. %}EE@%IE':EEI?%)IEE ............... 15
1. /#Eﬁ?”lz‘ﬁ\ ............................ 15
2. ﬁ;ﬁj,ﬁ;@ﬁaﬂ ............................ 15
3. /ﬂ%ﬂ'\’ﬁ?f@,ﬁ?/f .................... 15
4, B BV ER - oo 15
5. }%%Ll_{ﬂﬁ'iéfﬂ' ........................ 15
6. ﬁ*ﬁkﬁj\ . ﬁ;ﬁ% .................... 15
7. lgg_%ﬂ:iﬁgﬂ | IR 15
8. HBLEARFEKFRAEA A K OVKRE 5.
A EEENEAEH B IRGEPHAREER H - - 15
9. ZhEeSIIE B, HEKOHEEE
BINEOEH] AR OZ DR - 16
10, PGS, WAMGRAREA
&U\%@Wg ........................ 16
11. Ej%ﬁ/ﬂ;@ﬁgﬁ .......................... 16
12, BEHIRHIIRIC B 2 - 16
13. %%ﬁj_ Koo 16
14. {%I@ff/ﬁ\{#ﬁ@/}% .................... 16
X1 Xfﬁk ............................... 17
1. glﬁqjﬁﬁk ............................ 17
2. %@ﬂﬁ@i{%i@( .................... 17
X 1. %%'ﬁ*—l— ........................... 18
1. ifcﬁﬂf@%\éi_ﬁ%{ﬂ ................ 18
2. WESMTH B BEIR SR oo 18
X II ﬁ%% ............................... 19

‘ ' A o ARSI U C R AT A

T2 HT->TOEFHR - 19

. %@ﬂﬁ@ﬁ%ﬂ@gﬁ} .................... 19



B 5

ALT (GPT) TI7=TI ) NG UAT 2T —F

AST (GOT) TANTGX BT I ) N T AT 2T —8
CYP F k7 1 A P450

LDs, 50% Bt &

RH iERSRLTIES

vy —GTP y-INEINVKNT AT FH—E




I. #MEICE9 5IER

1.

(1)

(2)

FRFEDERE

LxImhbh xxkH <

HERBIE MG E i) . TREZER) ICBEEE LTOLFREHRINLTEY, 20
%Z < OREICTH SN TN D, FEIT/ > T, BERO IRIRER O R P22 ERLIC B0
ZRRET AT, =X AMHBLR RSN TE T,

AFNT TEAR K RHE 8 120 5@ (BB 6045 H 31 B | el
HEE L. ARZERSG LT,

bad

. HEORERFHREHE

ARENONEEX T HRIT, LT B0 THD, (TV. 1. $hREXIEFHE ] OTHBR)
MRS W T, KEBRTIZ bW 6T, RERADT 560, 3, BHE, 3T, &
O, W&, BHAVIITREZE Y &0,

AMEEGS Z v, AR JLUROTH, ER. BRYE0., WE, B x7ue—E8,
JEEIE 1 & v,

. HaORFFHEE

AHKNT. 6.0g FICHF A= 23.2¢ 2 5HT5, (TIV. 2. BFNDOHERI
DIAZ )

. BIEFERICE L TEMT N ST

W IEAE BT 5 EH |

. e re . ES
B HEET A N T A 5%

RMP

B Y R 7 F/AMeiEEh & LT
TERL STV D &R

B EHEET A BT A~

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

PR A o> B g TR E A

ABEHRURE - FHLEOHIREE
AEBEN

BRE S AL TR0

JRE - FERALOFIREIE

PA=OANA

RMP D#E
4 U722y (RM PR ESRT G4 o))



I. ZFICEET HIEHE

1. BR5E4
(1) 4
a4 v — T R e AR
(2) *4&
Kotaro Goreisanryo Extract Fine Granules
(3) BFDHRE
JRMELH O AT TH D,

2. —fi4

(1) ¥4 (&8 E)
FLEEHL

(2) #4& (BiE)
Goreisan

3) RT L
YL

3. BEAXIEEHER
PAROANA
(%]
AR OBE DT TFRFETE RN, A DOZ 7 oy HkOT Y VY —VHE, 7
7V ayHEkOTe RadF~<lig, By 7 vaVlhkor v7 275710/ R, 7
A HKRD (B -7 A KBENEGA I TS,

4. R FRXRUDF=E
PARPANA
B
FRRORFNOEF K Do Oy 15
TYVY—=1NBE/)TET—bF (CsyHsO0;5: 514. 74)
Fb Fe/ 3%~ (CuH:O; : 526.75)
7 hZ727F1L Y FII (C;sHy,O5 1 248, 32)
(B) -7 A Rl (CoHsO, : 148. 16)

5. kFH (@K XIFXE
%Y L7

6. [ER%A. Bl4. BE.
s T  N17

CEES

ani



. AT SRR

1.
(1
(2)
(3)
(4)
(9)
(6)

(7

IR RS

SLER - MK
RTRBA~RBEDOH R T, BRARICEBWWRH Y | BRIIDENCH S, L, %
W22 <0,

AR

JRHE OKBUBEZEAT 2 ) 2.0 g 1ZEIE T 100 mL OKICERET 5,
%R 4

V. 6. HFDKBEHTIZCEITAIRENE] OHESH

AR (fER) (R, BES
BARPANA

PRI B AERE T2

PR

HERIFRE

%Y LR
OO ELZRIEE
IR OKERz— % %) DK (2g—100 k) © p HITHKI 4.8 TH D,

. AORSOFREEHTICETHREN

JR3E KBS 2 ) TEEIRAE LTS E . IR X 0 ML OB RIZERD b
AN, Y ERICITEN o T,

. AR OHERHRERE. EE

HJm AT 2 A UL 2,



V. ®&|IZEHY 5IEH

1.
(M
(2)

Q)

4)

®)

)

(2)

€)

FIfiz
Iz D X Al
HIRL Al
HENDHER R UMK
= RN S IZBW
Higto~tth iR TA HHW SN ST
HEAla—F
FoREANL : T v — FREFRNE N1 7
E| DY
1) CRLEEAR - B RBARR R ORI A GRERIAD) ([Z#EE 3 5,
5505 WL 53 AR
18 it 100%
30 55k 10%LLF

2) % B ff:42° UIF
3) MEEEE - £0.75 g/mL

Z ik
PARPANA
HFNDHERK
AL CEMES) OE=RUHME]
W oe 4 o & o — R % X AR
AH6.0g
HRZ7 % 6.0g HEEYyZ =Y 4.5¢g
By | BRFa LA 4.5¢g RIE7 Ak 2.5¢g
HREZ727VUav 4.5g
FELORA AL i U7k X X 3. 2g 25 HT 5,
S IEa] ATT VU~ T2y A hyERaTT T HBEKFIY,
TNT o ARTABRT IV Vg~ T X0 A
EREFDRE
PSR
BE

BARPNA

ML

sl i

FAROANA

. ATBRREDOHREVEE




10.
(1)

(2)

(3)

(4)

. BAT SHAIRETED B B KHY

RIROAEZEFFE LTW DO T, ST DFREMED H D MEZFFET H 2 LI1XT
ERN

. RADERBREBTICETARE.

1) RBEAE

RAFIERE RAFRA IR AT it
2.0 g /alih 40°C. 75%RH 6 % H AN
500 g AN V¥R 40°C. 75%RH 6 5 H Bikg N

PRERTAE MR, MEREEAER. WEEE. RO E. AY ) —IVTXAE R,
0%xTH ) —)LTx AGE

2) BHELIESHE
RIFTERE PRAFZRAT PRAFIITH] i

T._'z/j/(\ > > =
RS | s0C, 0%RN | LR | S BHLR ORI b,

PERIEH MR

ARFNF AL e &0 2B CIRIBME D WO T BRE L7281 ZI3WE L7en L 9
IR = F LR, EXHEORBICANTRET D Z &, X, i FCTHb
A AR

. REERVBREROREN

BARPAAA

. fFlE DEEELE (MEFMEL)

EE R L

< ] 3

AR L KA D72 0)

- AFK
FENDEBELRS - AE. SEL/EHRGRS - REICET S1ER
YL
HES
500g [ARVUJR, /7]
2.0g X424 [4a]
2.0g X231 4 [4ra]
FiRE=E
YL
BaRDME
ANDE ]
Iy o7 AN N2 SEET 4L I
N R = Bl P Ry FL v RUHEIE =L




11.

12.

AN

PANSL
il

T — |

=&

B

R TF L 2lF

AR SN D EME

BARPANA

Z Dt
EErE TR (Hfimg/H, n=1)
Na K Ca Mg p Fe Al Zn
f
. 65. 8 12.5 15.1 10. 4 0.70 24. 4 0.09
it

TRV — oy B X BT E (EDFX) 12 X 280 1 B & ORI T3

D FEHNE Z 757




(1)

(2)

(1)
@
3)
*)
(5)
(6)

(M

AEICEYT HIER

. IEERIFTHR

WEHMEDS W T, KRz bW o7, REBDT 560, BE, BHE, BT, &
O, M@, BHDVIITREZE Y &0,

2MEG X, R LU0 TR, E. BRYE0., WEH, B x7r—8,
it H 2 v,

. DEREXIFHRICEEYT HEE

BRIE ZILTUNR U

RERUAE
FRiERUVRAEDER
HE, KA1 H6.0g & 2~3[EINZHHEIL, BAETXIIRMICEROES T 5,
7ok, Flm, AE, ERIC IV EEHEBT 5,
(figEsn)
SO &
INERAEITFFICED BT RS, HZ & LT Von Harnack /N3 B RSR
WIZHET D ETRED L D7 b,
125% - AHED2/3 [1H4.0g]
7.5 - RAHAED1/2 [1H3.0g]
S RAHED /3 [1H2.0g]
Lk AHED1/4 [1H1.5¢g]
0.53% - AHED1/5 [1HI1.2¢g]
FRERURAEDHTIRE - IRH0
WEFN 55 45 6 H 25 A 3SR E 804 FE Ak R « AW RIAIER B E e VR E,

. BERUVRAEICEET HIE

BRE I LTV 20
& R A&

R T—3 NNy —o
PARPANA

G R A ER
BRI L
FAERIGIFEREGR
MM ER L
RELAELER

M ER L
B2E - B
MY ER L
RERER

Y ER L

Z Dt

MM ER R L



VI. EMEIE(CE§T HIEB

1. EEZMICEEHSILEMXITILEYE
FFE T2
B
AFNOBLAEAEIICEENDILEHWE LT, X7 XY EEROT Y Y —NFEH, 77 VU 3
UHKOTE Ru X< vy /a2 VHkROT v 27F L) R, A tH
KD (B)-7 A KBENEGA I TS,

2. EBEHR

(1) YERERL - fEFRKER
MM ER e L

(2) EMEENGTZRERABAE
mMER L

(3) EARIRFER - R
mMER L



VI. E¥EIREICEET S8 H

1. MPREDHTE

(1) BELEDLGOFEE
MM ERER L

(2) BRERAEBRTHERIN-MPEE
MR L

(3) &
MM EE e L

4) BSE - tREOEE
MMEE e L

2. EVRERMINTA—42
(1) fEWAE
MR L
(2) WRINEFETE K
MM EE e L
(3) HRERETEH
MM EE e L
4 2U7S2R
MM EE e L
5) HMEE
HMEE e L
(6) Zith
MR L

3. BfEMH (REaL—Yay) @
(1) fE#7IE

MM ER R L

(2) INSHA—SEFHER
MM ER L

4. IRIR
MM ER L

5. 9

(1) % — fxEaFY @@ 4
MM ER L

(2) mi%k—RREEREFT @@
MY EE e L

Q) Zitr~DFBITH
MM EE e L

(4) BE~OBIH
AR L



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

-10-



VIIL.

(1)
@
3)
%)

®)

Z2E (EREDEESF) CHI SEAB

. BERAR LT DHEH

FRIE ZFLTUNZR LD

. ERRBELEDER

REINLTVZRWN

. DEEXIIHRICEEY HFE L ZDER

BRIE I TNV

. RZERUVAEICEET 2 IR LT DER

BXE SV TUNR

. BEEGERIE LT DER

8. EELEKRMIEE

8.1 RFNDMRHIZHT=-> Tk, BEDIE ((FE - JER) 2FZBLTEETDHZ L,
B, Ao L, FER - BTROUGENFRD DIV WIGEITIE, ke
BH BT D L,

8. 2 LD RANE A2 O B8, ALK OBEHICEETDHZ L,

(figan)

8 EBHE A O XY —BomEIEFEHEZ X570, MEHEFZOZ 2 %5
LCHEHTEZRH#H LT,

8.2 EW I A2 3 258121, EEAROBENINENRE#ETH 5720
FoEE L7,

BENDERZATHEEICEAT L IE
BHHE - BEREFOHLEE

RE STV

BEWEEESEE

BRE S AL TR0

FFiseEfEE RS

RE Z AL TR

HNEREE BT HE

FRE STV

PERE

9.5 1EiF
PRI SUTAEAR L T2 ATRENED & & ZoMEIZIE 16 L O ARSI EPE 2 LA 5
EHIENDGARICORKRET L L,

-11-




(6)

(M

(8)

(1)

(2)

(M
(2)

RELI

9.6 RELIF
TR LA R OREFLREOA RN A ZIE L ROk XX 1k 2 a4 5
Z&,

NG

9.7 /MR
INREFEZxG e LT ERREBRI TS L Ty,

S

i}

9.8 BH#E
WET LR EEET DI L, —RICERERNMET LTV D,

(figan)
Rk 44 H 1 BATEEZE 30 & TElnE ~O8 512887 2 R RS Off
FOFEEOTZEHIZONWT ICHESXTEH LT,

REEH

HRAZE L ZNDERH
BRE STV
HRATE L ZEDERH
BE STV

. BlEA

1. BlEA
ROBERDRHHOND T EDBHDHDT, BILE+H0IATV., BEPEOON
a3 G2 Ik 272 EEg g 2175 2

FRLEIER & DRER
AR L
ZOHOBIER

11.2 ZDHnEER

B

WS BUE BB, R, REESE
F ik FFERE S (AST. ALT. v -GTP Zo 5.

. BRRERRICRETZE

BRIE I TNV

-12-




10.
11.
12

(1)
@

BERE
BRE S TR

BAREDOXE
REIN TV

ZTDMDEE
BERREAICE D ER
BRE S AL TR0

JERGPRERER ICE D < 1FHR
RE Z AL TR

-13-



X. JEERPREABRICEAY SIEH

1. EIBKER
(1) FEZNFEFAER
[VI. EMFE(CEHT HIER] @
(2) REMFEBHAER
U ERR L
() ZDthdEEHER
MM ER L

2. HMHER
(1) BEEKxEE4EHER

JigE ORI % 2) ORMEEEIITROBBE TH o7,

52 A

NN

(LDsoi

mg/kg)

EEZ/E

PR s

L D5

BDF, %2~ 7 A

BN

>5, 000

AR ¢ RETTRAR L, ETHIR L,

(2) REHRESSHHAR
LR L

Q) EBirEMRRER
MM ER L

4) MARMERER
MBI L

(5) EEHESMHAR
MR L

(6) BFTRIBMEEAER
OME R L

() ZohotFikEk
LR L

(FENE B

-14-




EEMNEIEICET H1EH

. BREIRS

BOAD cEE LAy (RTZREEGUSNOERSTH D)
AT B LR

. AR
RStk 2 4F

. BERRETOITE
FERRAT

. RV EDEE

20. BBV EDEE

20.1 AKIORE A RS0, TEBEFRGERT . B 0% 520 L
WATICIRET 5 = &,

20.2 BREMSITEHCIRA AR . BURICHEET 5 2 b,

20.3 AR EEAFERE LT0B0T, ARSRERS L NDD,

V. 6. HHEOBFEFHTICEFTLIRENE] OHESM

. BERITEM
BEMERMTA R 2L
KTV LEY : HY

. BE—HR - EE

[F]— AL )5 44 3K

CRPE) Aokt = % 2 fivkz
JPS T ok % 2 gk (AR )
7 Z v HA R & A kL

7T v AR X A BE

Do van FEEOEE FC = % X Rk E A
Y AT LSBT A ER (ERH)
=R RIS RO 2 X R

KSR D FL2S BB % A JEhr
AR RS ORI -R

. EREEEARE
M L7

. HERGARFABRVEARES. EMBELNFEFAB. RERRFEAR
R AR RAE A B HKBE SEA L AL RAE A B WRTEBR A 4E A

1986 -9 H 10 H 16100AMZ04229000 1986 410 H 30 H 1986 4F 10 H 30 H

-15-




10.

11.

12.

13.

14.

BARPANA

BEERR. BIMERRARFABRUVZORNSE

FAROANA

BEEYRE
M L7

BREMMFIRICET S HFH
M L7

. DEXIIMREN. AERVAEEXEENENFABRUVZOAE

£Ea—FK
JEA 7B FEAT . o1
; X &5 =G = — R - L7 NERELH
i 72 b4 3 = 7
k54 %E”ﬂﬂ%ﬁ%iu (Y] 21— F) HOT (9 #71) & & S 2F Afla— K
g u—FEH
b % 2 5200048C1032 5200048C1032 110025902 615101208

RRRA LDEE
RE STV

-16-




XTI.

ST

. BIAXE

G L

. ZEDthDSETE

mMER L

-17-



XO. Z2&H

1. ELESHETORFTIKR
Y LR

2. BB HERERZIEER
M LR

-18-



XI. &

AREDEHRIZET 2R AHIIIAR L Z T TRV EICET 2 ERAE EN 5,
AR 755 ﬁ>ﬁ§_LL,7fb\i£b\Vﬂf}%>Eﬁﬁi%LTCibVJ HETHRRM SN TV DRERTT
ETRONTRREFRLE LTRRL TS, [ERIEHEHDEREH 2 M52 BT
DBEFHRTHY . MLFEORRZTT O TILRYY,

1. BA%Fl - REXZEICIFEL CERRHBETIICHEZ>TOSERR
(1) 9
YR L
(2) Eﬁi% BANRUVEEREF1—TJ0REBMH
BT 2 —7 OB TROM R ThH 72,
% 5 RR B A Fa—TH AR |
55°C. 5%y 5Fr.

il

=

2. ZOHOBEEH
BT L

-19-



	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

	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
	２.その他の関連資料


