2023 - 7 HekET (5 6 ki)
H ARG i /03 5 875200

EIIL A HE 2—T — A
HARPE SRR 2 0 1 F 3034 2018 (2019 AR HAR) IS YEML L CERL

B A
N1129

DEIMAZTEIHRLATIZAED

= Zm =2 R B A S AL

Kotaro Ryokankyomishingeninto Extract Fine Granules

Al % | kLA

oA o B X 4| GEEEKLLSOEK

AHNT. 5 g IS EHRBRE BTG O KRG

BB B B sy sarak

ma4 o FHEW®REHECH

— e Z . o )
E 4 : Ryokankyomishingeninto

yE Ry e K R H B | RERGEATEEAH 19864 8 H 16 H
AL FEHELHL - BB ah | FEAMISHENEFEH B - 19864 10 A 30 H
£ H H fx 52 BR 45 4E H H : 1986 4F 10 H 30 H

BLERRSE (A) - 245 -

BUE A SE T 0 /KRR 7 R AR U A
Mottt

= A A 2 2 O A% e

INREREE T SRR At RIS

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

M ow A& b & & O (9:00~17:30/1, A, #LH, BEAKRER ZFR)
B E AT AR — A=
https://www. kotaro. co. jp/iryou/

AT FIiX 20234 7 AWRTOWRM LEORRRICHK S EKET L,
BT OB IIL. MSTATEE N [EI G E RS O O D IF R R N— Y THER L TL
7230,




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

1. BERA VR E1— T+ —LIERORE

R M ER S DA 2 BHEHR & LT, ERAEELIRMSCE (CUT, I™MICE)
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 I H AJRBedeAlffie (BLF, HIRIE) 7N 2/hNEES0 1 F OfERT,
I Ftdiial, 1 FaldiBEEARE L, TD% 1998 4EIC AIRIREHE 3 /NEESN,
2008 -, 2013 I AW EKERIFREBE SN 1 FRUsiEHEOWGET 217> TE T,

I Fio# A 2008 LI, I FIZPDFEOEFE T —F & LTI 5 Z & 2 FH|
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
I%. 2009 FFE LD FTEFESLD [ FOFREBRETT ke LT Ao a—Tr— 4
Bt ZREL, 2 0 1 FORRMCELMET 28 EFEAERE U CEYNEA -
BEtL T\ 5,

2019 FEDIRM L EFLHBEHEHOE LI A DY, 1 Fildi®E 2018 BNAR I, 45
i TR RSO R IERIEIIEENCET 204 RT A > ) ICBET 218 IO
7=, EOEHFMRERE LT,

2. 1 F&lZ

I FId MR SCEEOBHREMTE L., E - HAMEOERBEEFEERICE > THFEE
BBy EIHLOGHEEBROT O DGR, WHFHDOTDDER, HFOTDD
T, EIFELOBEEEHOTDOFR, FHFEWREE T 7 OO DIFRENEN I
TRAMIRER OERS MR E S LT, BRENTHEEEZRE L, EHMEDZD
(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 EALEMTHND,

I FICFEHT 2T ARSI BN RE Lz 1 F s EmIc i L, —#osst %
B KGR OHMANOE RN FEH SN D, 7277 L, BERAEOMEZICED D DKL)
R B S 2550« HIWF - 203 _REFHELEIL ] FORREHFEL TR 520, SV
Z2 5 &, BRSNS I N T Fid, FIAEB S5 - Il - BREHI 2 &
EHIT, MERHTEETDHILDO LWV IBIMEFFOZ L EFfEE LTWD,

[ FORMEITETT —F 2 AL U, BIEETORAKITIMATIIR,

3. I FORAIZH=->T

BEAD T Fix, PMD ADERHEELEFRHBEROX— B EG TR E S
ANQAYSR

BISE Y (EENL A X a— T+ —MMEROFBX | ITiE->T 1 F 2{ERk - 2
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,

7ok, IR HSCZ EMEOHERO S LR SN TS TV, 5. BRRMGE ] < IXIL.
SEER . IXITL 5] ICBET2HEBHIIAREZT TORWERPEEND Z &
NHY . ZORDFWNIIFHDREETRETH D,

4. FAICELTOEBER

I FEZHHEEB B TROTZENTERWERMLEFRRE LUEHL W
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
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. 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. fl?ﬁf%{h?ﬂ’]%’féf ...................... 3
2. AR OFEFRMETICBT 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. BRI HET DB - 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. FrEDEmEATHEEICHATLEE 11
7. *aﬁﬁg)ﬂ ............................ 12
8. %M/’gﬁﬁ .............................. 13
9. BRRMRAERERICKIE TR - 13
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 - 15
10, PGS, WAMGRAREA A
&U\%@Wg ........................ 15
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



o

CYP F k2 1 1\ P450
LDz, 50% Bt &
RH REPSRLTES




I. #MEICE9 5IER

1.

(1)

(2)

REOEE

TAELIV L
EHERERECEIE TSEER) ICREEE L TOALFRREINTEY, 20k
2 OREBICGEH SN TV D, ITFEICR-> T, FERO AR S0, ARIEE O ARk
RNZBWEHEET D720, =F AFULN 2 I N TE T2,
AANL TEAL S REEE 85 120 @z (BEFn60 45 H 31 HFH) ) IcievW ik
HEE L., AR E IS LT,

. HEORERFHREHE

AENOZRESNTNRIT, LTD LB THDH, (TV. 1. EERIEHR] OHESH)
B, 1 ZIE THils 208 5 IR D Z WA & 5 b D,
SRR, RE SRR, DRSS B IR,

. HaORFIFHEE

AFNE, 7.5 g PUITHHER RGO MG F 2 4.5 25HT 5, (V.
2. HEIDOHR] DEEM)

. BIEFERICE L TEMT N SIS

i 1 {5 PV B 5 b -
R R A 155 A % a
RMP
EMD U 22 e METEBI & LT
JER S 4TV 5 Kt
S e A K71 >
I L 00 R AL

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

ARBREHRURE - FRALOFIREIE
AEREH

RRE STV

B - EALDHIBREIE

PARPANA

RMP D&
ZY L2 (RMPREXTG O HH)



0. ZFICEET HIEHE

1. BR5E4
(1) 4
o m— 5 R B & A KL
(2) *4
Kotaro Ryokankyomishingeninto Extract Fine Granules
(3) BMDHE%
JFHELHE DA TH D,

2. —fi4

(1) ¥4 (&8 E)
SHENREEY

(2) #4& (BiE)
Ryokankyomishingeninto

3) RT L
YL

3. #EBEAXITTHEX
PAROANA
E
ABNOF DRI IRHFE TEROVR BEEEDOT 7 ) a YHEDOT & R/~ g,
Xav=UHROTITHEY L AU T Y FY F UM, ¥ a U
ko6]l-va—HA—n, YA UHEEROTH) = UERGFHEINTNS,

4. R FRXRUDF=E
PARPANA
B
FRRORFNOEF K Do Oy 15
Fb Re 3%~ (CuH:Os : 526.75)
TITHY Y (CyuHyNOy, @ 457.43)
TJYVFNYF U (CuHpO : 822.93)
[6]-> 3 —HA—/L (C;H,O; : 276.37)
TH U =2 (CypH;sOp : 354. 35)

5. £#8 (MBE) XEKXE
A L7

6. BER%A. A4, KBS,
ALEEE N119

LEE®S



. AT SRR

1.
(1

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

(N

WL RITEE

VA% IR K2V
REE~REEBEOHM AR T, FRRRIZBWLRH D . BRIEEN,
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 4.0 TH 5,

. AR SOFREEHTICETHREN

R OKEEZ T 2 2) (F=RICRAF LG E . SR L0 MO Z TR b
DI B EEIIIEAbR e o Tz,

. ARRS OHERHRERE, EE

JE ORI R) POl E SO ERRERIE

) Fav=y:#Era~ T 7 0 —EIC X DR
2) & X v #EEIsu~ NI T B KR
3) v v g sa~ NI T 0 —IEIC K AR
4) hrxavy  EEgra~v 7T 70—k X DHER
5 A v HEEs e~ NS T T 0 —EIC X AR

R OKBGRZRT & 2) OE&EIE

O FEE OkBEzEr ) PlIEFENs2Fa v=v kT I 75 v & miEiR
Koo~ 777 4 —EICEXVEET S,

@ JEE Ok e R) PZEENDI DY OHFED T Y FLY F B E R
Wihkr7a~ 777 40 —ECXVEET D,

@ AZ ) —)THXF2EER
K ORI %) fZEEND A Y ) — VAR DeaF &%, BR—
WeaBRiE [AESRERE] OZFRAEEDOHE oy ) — L Tx AEREE] (U
CCEET D,

@ 0% T X ) —)TFx 255
JF3E kBl 2) PTG END 0% X ) — LIRS D e A &%, H
JR—aBRiE [ASEBE) O 2 G EOHE [Hxy /) — /LT A EREE]
ICHECCERT D,



IV. BX|ZBi9 5IEH

1.
(1)

(2)

)

(4)

(9)

(1)

(2)

)

FIfiz
Iz D X Al
Al vl
HENDHER R UMK
= R IS IZRBW
Ee~wEe | | 0TS | s
HAla—F
FRRENL - T — MR/ HTRANAE:N119
HE| DT
1) RIEESAR - B mBARRROBRIA GIRRIAD (2@ G 5,
5D WL 53 AR
18 “5-1dta 100%
30 55k 10%LL T

2) % B A4 42° LT
3) MIEEE - £0.73 g/mL

Z Dith
BARPNA
SHI DA RK
EMRSD GEMRS) OEERUVUHMHE
R 7e44 o Z u—2 RN B X AR
AHK7.5gH
HREZ727VUav 4.0g HEH 2.0g
- HE N 4.0g HREZF%aw 2.0g
Vs YAN
GELZ I N TR 1.0g  HREFATY 2.0g
HR=IY 3.0g
FROBEAERI VI LK g X 4.5 2E5HT 5,
o 2T TV U~ TR TN, hURRaT 72 ALK,
a TINVT o ARTABRT IV U~ T % T A
EMREZFDEE

BARPAAA
Be

AL L7

RSN

sl i

ML

. AMTBRREOHREVEE




10.
Q)

(2)

)

(4)

. BAT SHAIRETED B B KHY

RIROEZEFFE LTWD DT, SHET D FREMED H D MEZRFET H 2 L 1L T
ERN

. RADERBREBTICETARE.

1) RBEAE

RAFIERE RAFRA IR AT it
2.5 g /albh 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) BAEL72HE

RIFTERE PRAFZRAT PRAFIITH] i

\4—.2 p N : /jfl'\‘ éu:,\ A
AL 30°C. 60%RH R fEIZEYE L, Z AT b7
(B %) o7

PERIEH MR

ARFNF AL e &0 2B CIRIBME D WO T BRE L7281 ZI3WE L7en L 9
AR = F LR, EIXHEEORBICANTIRET D Z L, X, v BFCTh#lb
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]
2.5g X424 [4A]
2.5g X189 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.

PANLT
) TV —Fh
ik R TF Lo, R

ARt S 2 EME
%Y L7z

ZF Dt
MM ERe L




V. ARICET HIEHE

1. BEEXIEHR
BilL, ¥ ASE TR E P 5 BE DS M 55 b0,
SN, RETWA, DI, B,

2. MEXITHRICEAET HIE
BRI LTV

3. AiERUVHAE
(1) RERUVAEDRES
HE, AL H7.56g%& 2~3ENZHHEIL, BRCUIEMICRAOEELT 5,
7ok, Fhn, (AE, ERICEVEEERT 5,
(fifEsn)
/N H &
IINEAEIIFFIZED BTV, BHZ L LT Von Harnack /)N 3K S48 5%
ICHET D & FRED X DI D,
125l AHED2/3 [1H5.0g]
7.5 - HAHED1/2 [1H3.75¢g]
S RAHED /3 [1H25g]
Lk AfFED1/4 [1H1.87¢g]
0.5 WAHED1/5 [1HI15g]
(2) RERUVAEDHRTRE - IRH0
WEFN 55 4 6 H 25 A 35S 804 F3E A iRz « AW RAIEREWmEIZIEWVERIE,

4. BERUAEICEET HFE
BRE S TR

5. ERERAIE

(1) BERT—2/Xy75r—>
PARPANA

(2) ERPRZEIEER
MY ER L

() AERIGERHALR
MY ER L

(4) HBREFAEAER
Y ER L

(b) B¥E - RERIGER
MY ER L

(6) REMER
MY ER L

(7 Z0ih
MY ER L



VI. EMEIE(CE§T HIEB

1. EEZMICEEHSILEMXITILEYE
FFE T2
B
AR OEEAERKICEEND/ILEME LT, 727V a vlHkOT & Na N <ig, %
AV VHEROT I XY BV UKD TV TFAY TF UM, X a UHEK
D6]->a—HA—, P AV HREOTH ) =V EREHFINTNSD,

2. FEEBEAR

(1) YERERGL - fEFHER
U EER L

(2) ZE$hEEN T ZHHAEBRBRE
MR L

() YERFIRMR - TR
MR 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.

Z DDA~ DBITHE
Y EER L
mFEAFEEE
MR L

|

S ER L B UM SR B

M ER L

R#I_EE5T 5EE (CYPE) OHFRE. H5X
MG E e L

MEEAHRDEERUVZDEE

MY EE L L
REMOFEDERRVEMSL., FHELE

MM ER L

N i

mEER L

FSURR—F—IZET B1ER
REHER R L

. BNFICKDBRERE

BT L

HEDEREAT 2BE
B2 L

Z 0t
AR L

-10-



VIIL.

(1)
@
3)
%)

®)

Z2E (EREDEESF) CHI SEAB

ERNBEZFNDER
E TN

T g

. ERRBELEDER

REINLTVZRWN

. DEEXIIHRICEEY HFE L ZDER

BRIE I TNV

. RZERUVAEICEET 2 IR LT DER

BXE SV TUNR

. BEEGERIE LT DER

8. EELEARAMIE

8.1 AFNDFEHICHT=»> Tk, BEDFE (KE - JEWR) Z2EBEL TEEGTHZ &,
E., FalmAw I BEE L, SEIR - BT OWENRD LA WEGEEITIE, ke
BH BT D L,

8.2 KANCIT A Y UNEENTVWHDOT, MiFH U v MECHLEES e
528, [10.2, 11.1.1, 11.1.2 /]

8.3 OB FHAE LT 2581, @FAKROEHICEETDHZ &,

(Fa)
8. 1 EEMRMEETWAID LY — OB IEM 2K 5720, SMTEFEDE T %258
LT 2 Famidl L7,

8.2 1Y 7L DIAFITEHE SN TVAHIZD, lmEICR 00T < BER N &
HEhbnLT < 725D Titd L7,

8. 3 MK 2= 3 2561013, EEAKOEBNINPRETH D720
aoEk L7,

BENDERZATHEEICEAT IR

BHHE - BEREFOHLEE

RE STV

BEHEEESEE

BRE S AL TR0

FFiseEfEE RS

RE Z AL TR

HNEREE BT HE

FRE STV

PERE

9.5 11
PRI SUTAEAR L T2 ATRENED & 2 ZoMEIZIE 16 L O AR E Pt 2 BA 5
EHBSNDGEICORET D L,

-11-




(6)

(M

(8)

7.
(1)

(2)

RELI

9.6 RELIF

TR E OB R OREFLR T OA RMEAE ZJE L R Ofkke X 1k 2 a4 5

&
— o

NG

9.7 /MR

NS 2 G & U T2 RIRRRBR 135206 L TUheuy,

=i E

9.8 S

WET LR EEET DI L, —RICERERNMET LTV D,

(i)

Rk 44 H 1 BATEEZE 30 & TElnE ~O8 512887 2 R RS Off
FOEEDOEHEHICOWT ICESEEHE L,

HEEAR

HRAZELEZTDER
FRE STV
HHREE L ZFDER

10.2 BREE

(BFrRISEET S &)

A4 55

EARIEAR - FEE A

BRFY - faBRIN 7

T3> E A A
ISE SR
i H S G
s
TV FNYF U
DI Z EH T 2 8
TYVFNYFoG—T
VE=T AN T
Ve l-V AT AV
TJUVFNYFUomB—T
VEZ=T AN T
VDL AT A = UELA
BE A
(8.2, 11.1.1, 11.1.2
Z ]

a7 )V RATa ERD
LT < %d, £
7oy AR U U A E O
HKLELT, IA7F—N0
bHobhT b,

7V F Y F CBRITIRA
BETONY U LY
TERD N D728, MG
U 7 LMEDAKT Mgt &
NDZENBERADND,

-12-




(M

(2)

10.
11.
12

(1)

(2)

(fifao)

AFNCIT AV URTHEELTLO0gH E2.5gRKlliEaENTWDHI=H, BN
5342 A 13 HATHEIRRE 168 5 [ ') F LU F U 2 a4 5 EE L OB
IZDOWT IZHESEEHE L,

. EIfERA

1. BlEA
ROBWER DR HoND Z LD DD T, BIEE+7IAT0, RENRD LN
a3 G52 k3 57 R LEZ1T 9 2 L,

EXGEIER & HAER

1.1 EXLEERA
M. 1.1 B7ILRFRTOVE BEEARB)

KAV U AMSE, mE RS, 7MY DA - RKEROITH ., Il REEINEOHET
NVRATRUIENH LONDZERNHDHOT, BlEE (EHL U U LAMEORELE)
ST BRENRBD SN BRI EEEEZTIE L, B Y v AKIOFRESED
WY R AEAZITH Z L, [8.2, 10.2 &[]
11.1.2 SA/F— GEEARW)

BV 7 AMIEDFERE L TCIANRTF—RNHELDOND I ENHHDOT, HEL+
INTATUN BT 8%, DU PR A - JBRIBE %5 D B 358 0 DL G B I iT -2 ik L
71V U LFIOEEEOEY)REAEZTH 2 L, [8.2, 10.2 ZH]

(fiFan)

AFNNT I IR 1L.0g U FEFENTWATD, B 5342 A 13 AfI3E3&E
158 5 [ 70 F ) F Ui Z G/ 5 EERLOBER NI DWW T (2D X itdk
L7,
ZDhDEIER
REI LTV

. BRRRERRICRETZE

REINLTWZRWN

BEREs
BRIE I TNV

BWRHLEOFE
BXE SV TUNR

ZTDHDEE
BERRfERIZE D < 15
FRE STV
JEEERRERER ICE D < 1HHR
REI N TV RN

-13-




X. JEERPREABRICEAY SIEH

1.
(1)

(2)

Q)

(1)

(2)

)
4)
®)
(6)

(M

IR
E AR
VI EWREICBEYSER] 0HSMH

TEMEBAR

U ERR L

T DD FEEFEKER

MM ER L

SRR

BRI E5HEHAR

JREE KBz R) OSEFEEII TROBE TH -7, (L Dy : mg/ke)

EULET e Y L D5

BDF, A~ A" | >5, 000
F344 %27 v hd % >5,000

—fRERR  BE AT R L. TR L, RENEED

RERESMHHER

F344 %25 v MIAHKI=F ZJFEK% 90 - 450 - 2250mg/kg/ H . 13 R OG- LT,
ZORER, MEES & 450 B IO 2250 mg/kg HHGHEIZIBW T, MKFRREMR, 4
LR AME, JRARAE S D W ISR B RIS B LT8O BTN, FFE Dlif#s D FEE
T 5O TIEZR L RERRFEMIC OB EIC LD EE X LD EE TR
DoNEnot, P

BinEERER
MM ER L
NARMEAER
Y ER L
HTEFRE SRR
MR L
BRI S B
MR L
Z DD %SNS
MR L

-14-



10.

EEMNERICAT SRE

. RS

BOAL EE LAy (RTZEEEGUSOERSTHD)
BN %8 Lan

. AR

RStk 3R

. BERRETOITE

EIRIRAF

. RV EDEE

20. MW EDEE

20. 1 AFIDOE 2RO, TELHRETRAZEES . EHHEDOYTZ 520 L

WITIZIRET 5 Z &,
20.2 BIEHZIIBHORG AT . BURCEET S = &,
20.3 ARNIAIAE TR L LTWDHOT, GRENERD L BbH5,

V. 6. HHEOBFEFHTICEFTLIRENE] ODHEHSMR

. BERITEM

AL SRy

A4 R 7L
< T voLEy

bV

. E—RS - ARE

[Fl—AL 5 44 3K
Y AT A M H G AR (REH)

. EffSRESAR

M L7

- RERTRRDFABRVEARES. EMEENHEFARD. RhHBEAH

BOENRTEAGREH A KB HEAMGFE HEIGRAE A H WR7EBRRAEH H

1986 4- 8 H 16 H 16100AMZ03820000 1986 4F 10 H 30 H 1986 4% 10 H 30 H

. DEXFMEEN. AERVAELEEENFNFABRUVZORE

A L7

BEEEHRE. BiMEERAREABRUVZEFOAR
BARPANA

-15-



11.

12.

13.

14.

BEEIM
BARPANA

REPREHRICE T 515

ML

L£Ea—FK
JE AR Sl SEAT e . . e
. . e ERIEFRES = — R N L7 NERAE
HR7e 4 %ﬁg%%%& ] 2— 1) HOT (9 #7) 3 & N
agu—HE
R E ST X 5200143C1020 5200143C1020 110579701 615101261
AR
RIRIEF LEDFE
BRI LTV

-16-




X 1.

1. 51K
1) H Bz s g EER. 1989 ; 23(14) : 5279-5293

2. FDitnsE
MR 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. A% - REXZIEICEL CERRERHIBZTII12H- > TOSEER
(1) ¥
MU EE e L
Q)ﬁﬁ BAMRURBREREF21—T0EAEMN
REREGT 2 —7 OEBEI TROMBRETH T,
i 5 ik Fa—THhAX H
55C. 5% 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


