2023 4= 1 HikiET (B8 6 kR
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
N32O0

Lbroko&s

= 41— i B S AHIRL

Kotaro Choyoto Extract Fine Granules

Al % | kLA

oA o B X 4| GEEEKLLSOEK

AN 6. 0 g U IRES O K KGR 5 2

B . S+ 5. 7 gmaA

m 4 g B

N B g £ 4 : Choyoto

E Ry e K R H B | RERGEATEEAH 19864 8 H 25 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 -

A FE MR IE T 0 /D KRR 3 7 KR U4 4
i 7Ezz%t45

5 S5 A R Y 3 o0 LG S

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 FIiX20234F 1 AWRTOWRMS LEORRICHK S EKET L,
BT O RIT, NTATEE N SRS E R DA O [ 3L R B X — VU CTHER L TL
72X,



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 AR H AJBedeflffie (BLF, HBIN3E) FINE 2/ EB 20 1 F OACERT,
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 SCEEOBHREMT L, E - HAMEOERBEEFEERICE > THFEE
BBy EIHLOGHEEBROT O DGR, WHFHDOTDDER, HFOTDD
T, EIFELOBEEEHOTDOFR, HFENREE T 7 OO DOIFRENEH 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 _REFHELE L] FORRTHFEL 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, [ FORMAMEZSOLLEND D, Fiz, MR SN DHH 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 EMEOHEEO S LR SN WD 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. @(JDFI'] @(ﬁ%?ﬂ@fﬁ@f& ................. 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. *%Jﬁ:itx&iﬂ?‘lﬁﬁ .................... 2
4. %%K&U%%i .................... 2
5. A4 (andaik) IARHE - 2
6. W4, B4, B, REES - 2

I. BSESICETAER oo 3
1. %Jﬁ’ﬂﬁ'?ﬂ’j‘lﬁg ...................... 3
2. AR OFEFRMETICBT DLENE -~ 3
3. ARGy ORERIBRE, ERE 3

V. %ﬁ“:ﬂg?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. AELCHEICEE 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 Rt (EALOEES) CETHEE 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’%" ............................ 12
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 EEENEAE A B IRGEPHAREER H - - 15
9. ZhEeSIIE B, HEKOHEEE
BINEOEH] AR OZ DR - 15
10, PGS, WAMGRAREA
&U\%@Wg ........................ 15
11. Ej%ﬁ/ﬂ;@ﬁgﬁ .......................... 15
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.

)

(2)

FRFEDERE

VEpIFALTALIIED

IRESY MR TS ICHERE L TOLEREHINTEY, TO%ELD
FREICFEH SN TN D, TEFIC - T, FEROARME X0, RERFO AR HROIZI
WEIERHT 570, =% AMFULN S TE T,

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

. HEORERFHREHE

AENOZRESNTNRIT, LTD LB THDH, (TV. 1. EERIEHR] OHESH)
B RE L ITBHEORARH D D, HHWVTIHRMOH 56 0,

. HEORA|FHREE

AFNE. 6.0 g PICHHEBEE O AKX X 3. Tg 28T 5, (TV. 2. &ED
K DESR)

. BIEFAICE L TRAMY RNEHEH

W IEAE BT 5 EH

. e re . A %
B HHEET A T A %

RMP

BINDO VU R 7 g/AMbiEEN & LT
TERL STV D &R

A HHEET A T A~

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

PR H o> B S e E A

ARBEHRUVRE - FHLEOHIREE
AREH

RE Z AL TR

JRE - FERALOFIREIE

BAOANA

RMP D#IE
4 U722y (RM PR E ST 4h oEA5))



0. ZFICEET HIEHE

1. BR5E4
(1) #4

o & o — S X AKRL
(2) #4

Kotaro Choyoto Extract Fine Granules
(3) AFDHEE
JFMGLE DAL TH 5,

2. —fi4

(1) ¥4 (&8 E)
N

(2) #4& (BiE)
Choyoto

3) RT L
YL

3. BEAXIEEHER
PAROANA
(%]
ABNOF DRI IFFETE RO, BEEEDO Ny =V HEOT I T XY v RH
VEHRORF=Tr Y VERERINLTNWD,

4. HFRXRUONFE
A% LR
(2% ]
ERRDOKANDGH Sy DI+ ALK+ &
TITHY (C20H27NO11 : 457.43)
_A=7nm v (CyuHusOy : 480. 46)

5. %8 (W&iE) XIEXE
Y LA

6. EA&. BI&. B2,
RS N320

CEES

=111}



. AT SRR

1.
(1

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

(N

WL RITEE

VA% IR K2V

RGO~ IREEDOMAR T, FFEERIZBWNRH D . BRIZE N,
i

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

[V. 6. BFIDREEHTICEITIREME] OHESM

A (DR R, BER

PR

RIS E BT

A L7

NERGRE

PAROANA

ZDMDELRMEE

JREE OKBIRZEE T R) OKEER (2g—100 mL) ®p HIFZK 5.3 TH D,

. AR SOFREEHTICETHREN

JE OKBEZ T 2 2) (Z=RICRAFE LS 6, WIS K VMO ZEITRD b
DI B EEIIIEAbR e o Tz,

. ARRS OHERHRERE, EE

JFEE OKBRE e % ) P OBLA A FO MR AR A
) b=y . @EEra~ NI 70—k L DMER
2) RE Y #EEgra~ 7T 7 4 —1EZ KD

JFEE OKRZE T 1) OE &L

O JF3H KB R) PICEEND b=V Bk T 2 78 o ZmidiRik
sma~ NI 7 4RIV ERET D,

@ JFEE Ok ) PIZEGENLIRZ o EHKEOAAF =70 ) v % EEiR
Krm~ 7774 —EICKVERT D,

@ AZ)— )X EE
R Okl ) PICEEND A Y ) — VAR OER &%, BF—
MRy [AEHGAERYE) DX AGEDHE (Foy ) — L TX AEEE] ICH
CTCERET D,

@ 70%=% ) —)LTFAEH
K (k#lEZ T ) HIZEEND 0% X ) — VAR DG H &%, H
fR—iElRiE TAEERERE) O AGEOH [F¥ ) — /=X X ERIE]
ICHEL CEET S,



V. ®&|IZEHY 5IEH

1. Flf
(1) FFnXH
HIRL Al
(2) BFIDHNER KR UMK
= 2RI IS 2B
wete b avA R S N ST
3) #Ao—F
FORENL : T — MRESFTRHE N3 20
(4) HE 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 A 41° T

3) INIEE 0,73 g/mL
(%) =it

PA=RPANA

2. HE|IDOHERK
(1) S GEMRS) OE=RUHRMEA
k544 o X v — L T 5 A AR
AHK6.0gH

HRmarzAf=r 9.0g
Hlm oy 6.0g

25 N
G2 N 5.0g
HREAZ v 4.0g
FEORAAEEIL Y LK e X X 3. Tg 25 H T 5,
I ATFT VU~ TR UL, buERayT o7 HBEKFIY),

TINT o AR ABRT IV VR~ TR T A

(2) EMEZEDRE
BA=RRA

(3) &=
A=A

3. AT BRREROMMRUVEE
M L7

4. AHif
BA=RPANA



10.
Q)

(2)

)

(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) BREL7ZSHE

RIFTERE PRAFZRAT PRAFIITH] i

THz/j;/\ > =
%%gf 30°C. 60%RH 1R | e R OZERITERD DR -1z,

PERIEH « MR

AFN T KB 2 2 BRI OB ENE WO T, BE L2 S ICiERiE LAanwk 9
AR = F LR, EXHEORBICANTIRET D2 L, X, =T TR D
A AN

. REERVBREROREN

BARPANA

. fFlE DEEELE (MEFMEL)

UL L

< ] 3

HEERE L GRIFID7=9)

BEs - A%
FENDEBELRS - AE. SEL/EHRGRS - REICET S1ER
PSR

HES

500g [ VU, NT]
2.0g X424 [4a]
2.0g X231 4 [/a]
FREE
BAOANA
BEROME

VR

Xy v/ R v HMET 1L

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. BERICEY 5IEE

1. EEXIZHE
SR EIC A EITEBEORARHH D, HAWNTIARIROHHH D,

2. MDREXIIHRICEET HFE
BRE S AL TR

3. HERUAE
(1) RERUVAEZEDREER
HE. KA1 H6.0g & 2~3[EINZHEIL, BRAETXIIRRBICEOES T 5,
7ok, Fhn, AE, ERICEVEEET 5,
(figsn)
/N H &
INEHEITFFICED STV RV, BZ & LT Von Harnack /NS H &L £
WZHET D ETRED L D7 b,
125 - BAHED2/3 [1H4.0g]
7.5 RAHEDL/2 [1H3.0g]
3k AHED /3 [1H2.0g]
Lkl AHED1/4 [1H1.5g]
0.55% - AHED1/5 [1HI1.2g]
(2) BERUVAEDHRTERE - RHL
WEFN 55 4F 6 H 25 B35S 804 SR A ik R « AWM RAERE W@ EITIE WV ERTE,

4. AERUREICHEET 518
BESATORD

5. ERERRAE

(1) EBERT—2/1\vH5r—>
PA=RPANA

(2) ERPREEAER
YR L

() AZRICERAER
MY ER L

(4) WRELAIELER
MY ER L

(5) B¥E - RERIER
MY ER L

(6) AEMER
MY ER L

(7 Z0ih
Y ER L



VI. EMEIE(CE§T HIEB

1. EEZMICEEHSILEMXITILEYE
KFE CTE 720
B
AHNOBLEAEIRICEENDILEHE LT, hYV=VHROTIITXY o RE Y
HEDOSNF =7 ) VERER I TN,

2. EHEER

(1) YERERL - fEFRHER
mMER L

(2) EMHEENITBHRERRE
mMER L

(3) ERAHIREER - iRk
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.

(1)
@
3)
%)

®)

T2 (ERLOIEF) ICEHAJI SEAE

ZEERNBTETNDER
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

9.5 114%
IS XOTFE U CW D ATREME D 3 5 eI II &R G- L2V 2 E R F L, KA
GENH b=y, RE VB VRBEDEREND 5,

-11-




(6)

(M

(8)

(1)
@

(M

(2)

10.

RELIE

9.6 235
T LA R R MR DA A & 08 L IR RL ORI P I 2 RS
z L.

INRE
9.7 INR
INREE RS G & U T2 B R BRI T I 0E L CTuhZeuy,
SEE

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

(fEsL)
Rk 444 H 1 BAERZEE 30 B [ElinE ~O& 5 (2B 2 9 H 2 35 o H
ForEORHEHIZOWT) ICHSXEE L,

HEER

HHZEZSEZDER
BRE S AL TR0
FREE L ZDER
RE Z AL TR

. BIEA

11. BlEH
WORWERNH oD Z ENHDHD T, BIEEZH45I1I2iTv, BENg
Yk e N € = e N | o RS WA (R o) RAY UNT R W BN

2l

O B

3

\

BEXRITEMER & wHEAAEK
BRI LTV
Z DD EIERA

11.2 ZDinEIEA

BARE

HAb & BRI, TR

ERBREERICRIZITZE
BRE I LTV

By
BXE SV TUNR

-12-




11.

12.
(M

(2)

WHEEOIE
REINLTWZRWN

ZTDMDEE
BERREAICE D ER
BRE S ATV
JEREERERER IZE 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-




1

1

0.

1.

EEMNERICAT SRE

. RS

BOAL EE LAy (RTZEEEGUSOERSTHD)
BN %8 Lan

. AR

RStk 3R

. BERRETOITE

EIRIRAF

. RV EDEE

20. RV EDEE

20,1 ARIDBEE BT, T& BIEFRAEMT, B ALY HARVEL
WITICIRE T 5 Z &,

20. 2 BHE I T R IR R 2l T, B WICEFERET 5 Z &,

20. 3 ARFNIAFEEZFELE LTWAHDT, BillENRRZ L3 H 5,

V. 6. HHEOBFEFHTICEFTLIRENE] OHESM

. BERITEM

BEMERSTA R 2L
T voLBBL : HY

. E—RS - ARE

L

. EffSREEAR

BARPANA

. BRERTARZFABRUVARES. RMELRHFFAE. RTHKBEAR

BOERTAGRAFEA A FrEiaes SEAM HEEHEGRAE A B BRoEBAAEEH B

1986 -8 H 25 H 16100AMZ03967000 1986 4= 10 H 30 H 1986 410 A 30 H

. DEXIFREN. AERVAELEENEFENFABRUVZORAE

BARPANA

BEERR. BMEERLARFABRUZOREAE
M L7

BEEHRE
A L7

-15-




12.

13.

14.

BREHMFIRICET S HFHR
M L7

FHEI—F
JELA 55 8 SE AT . -
§ X A 3 = — - L7 R
ik 7e i Heidh 5 —
HR7e4 %Eg%%iu ] 2— 1) HOT (9 #7) %75 N e
:igtj:—ﬁ?%%éﬁ 5200102C1020 5200102C1020 110301401 615101234
T A AR

RRBT LEDFE
BRI LTV

-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. 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


