2023 # 1 A%GET (B 7HR)
H AKEHERS i 73 FE &5 875200

EIGA X Ea—T F— A
HAEFEIRAIET S0 1 F 3 EE5E 2018 (2019 AR HTRR)  (CHEML L CHERR

5
N314

<O E D

3§H*F%m&%i%xﬁ#

Kotaro Shishihakuhito Extract Fine Granules

#l & | kLAl

A o B X | ATEERGLLUS RS

AHN 6. 0 g FUTHE 75 DK BIRL IR = 5 X
1.2g%5H

M4 - W MRS

PE4 : Shishihakuhito

ol ke KR AEH B | BLERGEAGFEHAH 1986 4F 8 H 25 H
SRS HEU - IOE B AR | FMMAEUENEAEA H ;1986 4F 10 A 30 H
£ H H B 52 BA 45 A2 H H : 1986 4F 10 H 30 H

oo - &

il

— fisz ga

BUEHRTE (@A) - 124 -

AN NER 1] SEE AN
ARFE A4, B R 55 9T ¢ /N AC BB B R bk A A

= A e FH 2 D G S

INREREE 7 RN it RS

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

v & b ¥ & O 9:00~17:30/1+, H, fLH, #AKRER ZER)
EHEBRE T R — A=
https://www. kotaro. co. jp/iryou/

AT F 32023 4 1 T ORM CEORLBICES S UFT L,

BT O HUT, MAATBEEN R SRR G S AR O B R R~ — Y TR L T2
él/\o



EEMAVAEL—T7A—LFIBAOFEIZOHE —HARREERIENS —
(2020 4£ 4 HkET)

1. BEERA VI E 21—+ —LERDRE
Eﬁ%@%&@%ﬁ%ﬁ%%%%kbf\@%ﬁ@%&%ﬁié(uT\%ﬁié)
WD, EHREBI CER - FEHAIENEE O EERAEEE D HF ER 0872 5 35 5 o3 1
RIS T D BITIE, WA SCEICRH SN E 2 AT B FAEEM 7 5 A B 7
Gahd, REEEEOEREFE R YE (LA, MR) E~OFROENMFERSE LI
FOEREZMTEL TETWD, ZOBRIIHNEREREZMEEVICATTHZOOHA Y A
NELTCERKMLA V22— —5 (LI, T FEWKT) BNitELT-,
1988 HIZ H AWPLsEARI< (BLF, HWIE) PN 24§EAﬂIF®ﬁ%H
I Fiodiki, I FRodiEa R E L, ©D% 1998 £ HIRE2INE 3 /hNEAES
2008 =, 2013 FFIC HIWEEKGMEZE SN 1 FRlslEHOUGET 217> TE T,
IFﬁﬁ%EZ%&UM I FIZPDFEOETHT — &kbf%ﬁ?é &M JEH
Eleotz, ZHICEY ., IMISCEDRERUGT N H > -5 ICSGT ORI T — &%ﬁm
L7= I F 28000 %&éhé k&@otomﬁ%@lFi = 38 i R AR B
% (L F., PMDA) @[i%)ﬂ[iinu¢$&ﬁ;ﬁ®«\-v
(http://www. pmda. go. jp/PmdaSearch/iyakuSearch/) IZTAB I TWA, HIFHEKT
1%, 2009 FE L D FEESL O 1 FOFHMEme T2k LTI 28 a—T 5 — LK
AfEl ZREL, Hax 01 FORRMCELZHTT 2 EFERERE L CEDINER -
FLTW5S
2019 FEDIRAF L ELHIEHDO L T IZAbE, 1 Fii#i®EeE 2018) NAEIN., 4
i TEEE A EIR S O BGEE IR IHEENCRE T2 A R T4 ) ICEEE# T 215 HRIEM D 7=
. EOFEFIREZERE LT,

2. 1 F&lE

[ FiT T CEHOEREZMMTE L, A - JEAIEEOERFIEFHEIZ L > THEES

(CE e RIS OWEEEO T2 D OIF R, TR DT O OIEF . TR O 72 D 1F .
l:%‘iuu@f@EﬁﬁH@ c O DI, HFEHRBEFE T T OI2D DIFRE i»é%f’]éht A
7B OEIE GG E L LT, HRENTCHEEEZRE L, EHEEDO =D PR S
%®%%W%Xﬁ%%m%béﬁ%ﬁ@ﬁ&@%@%@ﬁLTW%%W%HJkﬁ%ﬁ
THib,

[ FICREHEHT2HEEESNTHRIENRE Lz 1 FildEEIc L L, o Fs % bk
XHKGROFRHNDIERMPFEEH SN D, 7272 L, BEPEOWEEIZEDL D L O K OFIH
F B OO W R T REFEEILI I FOREFHEL IOV, WX 5 L
TR ZEN ORI N T Fid, FIHE E 255 - fIWr - BRREH T 5 & &b
BT ETHHDEN IR ER O L &AfEE LTS,

I FORBUIEBE T — X 2 AL L, SERSETORRIINAETIEZR,

3. IFOFAIZHE-T

BABUAD T Fid, PMD A O ERHEZ GG SRR O — I #G P 0 B3O8 S 1L
TWn5,

BURRY TEHRLA VF Ea—T = AMERO TS5 & | 1T0E-> T 1 F 2B - #24it
T, IF@Eﬁ%%iz\Eﬁﬁ%mxﬁbfmé%%%lF@ﬁ%ﬁﬁﬁb%w
BHRFICOVWTITREBELEDOMRE~DA UV F Ea—ICLVHMAHEBOPNEZ THE
S, I FORAEEEDILEND D, £, HRFUET SN OER LoRESICET



LZEBEICEHLTIE, I FARTENDETOMIT, REEAEN T ABGETRAEZH S
T LT 3GESE, B2 WITHFEOER L F RS — R EI L0 FEARE B & 23 5
T5HEEBIT, [ FOMERICHZ > T, OB IGEZ PMD A O =3 RN
EHRRBOR—Y THERTILERD D,

2B, WIEEASCEEEOBERO SN LR SIN TS TV, 5. KRR < XTI
ZEER . XL E3E ) ICBET2HA SRR EZ T TWRWERIETEND Z &
NHY, TOMYPNITH+DEETRETH D,

4. FIRICBLTOBRER

IFEHBEESICBOWTRNT ZENTERVWEEMLERFE LTHEHALTWEE
720, 1 FIZHMEOEZE 2527 T, YaklEIE 5 0 fLE R JUTIREICH#E D 2 B3N
TERL « #2492, EIGMEEEH OO DOFIERCTh D & DOAESIT N, Fodl - £
BUIXEE S, RS OME ., AR OZ 2O MR B3 2 1A 0 LA LI
R ERIBUIERNT A R T A >, WEa— R 47 - T 777 4 2AZOHIKE—E
FREZ T I 2500, BOeiERRIEE T4 K74 Tk, RAEGRESKRN O HiE
T RISV T, BEESENEFRIEFEND ORDITIE U TITY Z LidE
LXZ2WNWESNTED, MREADA U ZE2—HLO AT EICX Y, FIH
FHONIFONBERESHEIRZLDOTHALAZ L ZRBHBLTEBLRITIER SR
W, BEERENLH LN EROBLMRILE R L, TORBIEE Atk x ., ERBLY
BT AEIEME A AR5 2 L ITEAMMoARE THY ., IFEZFIHL TR XG4T
IZAMESH A HDIZ L TWETE X720,



I. *Eig':ﬁgg—élﬁg ...................... 1
1. Eﬁ%@ﬁ&%%ﬁ ........................... 1
2. @{J&] @/ﬁﬁ%?ﬁ’jﬁf#‘lﬁ ................... 1
3. @%@@%U'—%‘»E/}ﬁllé ................... 1
4. IR L CRmMT S & I
5. TR R OIS - i IR - 1
6. RMP @wig ......................... 1

I. %%[:@T%}IEE ...................... 2
1. E}i/,ﬂ_,z% ............................... 2
2. #VXUZ' ............................... 2
3. *ﬁﬁiﬁx@iﬂi\”lﬁfﬁ ..................... 2
b TR o 2
5. LA (MAdE) SUIAH oo 2
6. M4, Bk, BB, FLEER 2

Io. E?ﬂﬁkﬁl:ﬁﬁ?’élﬁﬁ .................. 3
1. 5%5%{&?5@[@%? ....................... 3
2. AR DBMEIETICB T 2LZEM- - 3
3. ARGy OMERABRE, ERBE 3

V. igﬁ“:%gj—é;ﬁg ...................... 4
1. %[Jﬁg ................................. 4
2. ;@%’J@?’fﬂﬁk ........................... 4
3. VRMVARIR DML OB RE - 4
4. jjﬁﬁ ................................. 4
5. IRAT 2 AIREIED I 2 JHE - 5
6. A OXFEEMFFICHBT OLREME -+ 5
T AR R OVR G, DIETERE oo 5
8. Al L DEEZEA WHEULFENEL) - 5
9. {ﬁldjllé ............................... 5

10. 4'79?%% . @'{zj% ........................... 5

1L AR S DGR 6

12. %@ﬂﬁ ............................... 6

V. ;ﬁﬁf:@j‘élﬁﬁ ...................... 7
1. ’;jjﬁlé ﬂi’;‘jJ% ......................... 7
2. BRESTAN R BT B 7
3. %/ﬁ&—o\ﬁq% ......................... 7
4. ROV B BT B 7
5. Eulﬁﬁ%ﬁk/{ﬁ ............................. 7

VI. ;‘?E;‘j];’f;ii[:%j‘élﬁﬁ .................. 8
1 FEH =R B B DL a4 %

{Eé\%ﬁ ............................. 8

2. %ﬁ%ﬁ;)ﬁﬁ ............................. 8
VI %#@@]%[:%Télﬁﬁ .................. 9
1. Iﬁl[:fj/%};ﬂ_"@%% ....................... 9

0. M HEEFAR /ST A oo 9
3. FHEM (Rtab—33y) fifhr-- - 9
4. %ﬁl—lﬂ ................................. 9
5. ﬁj\%ﬁ ................................. 9
6. 1&%% ................................ 10

7. ;E';{ﬁ- ................................ 10
8. hIUAR—Z BT HNEH 10
9, @;[:ﬁ%“a:i 55%%%3 .................. 10
10, BEOERAZEHETARE - 10
11. %@ﬂﬁ .............................. 10
I. ettt (FERALDOIES) ICETHER - 11
1. %&%W@ LFOFE e 11
2. %@EW@'& %@fiﬁﬂ .................. 11
3. ANRESUINRICBE S 5 IR &
%@ﬁm ............................ 11
4. MEROHEICEET I HEE &
%@ﬁ%ﬂﬂ ............................ 11
5. HEQRAAMERLCOME - 11
6. FrEDHEREATHEEICHEHTOEE - 11
7. *HE{/E)EH ............................ 12
8 FIMEH «vvvvrree 13
9. BRMARMRICRIETHE o 14
10. @%j&g ............................ 14
11. ]ﬁﬁﬁi@/i% ........................ 14
12. %@ﬂﬁ@/f%zl ........................ 14
X. QFEEJJ"EEKEﬁI:F;ﬁTéIEE ............... 15
1. ;ﬁﬁﬁiﬁﬁﬁ ............................ 15
2. %;ﬁ%ﬁﬁﬁ ............................ 15
X EEMBHEICEISRE - 16
1. %ﬁﬁﬁ” [Zﬁj\ ............................ 16
2. ﬁ/;j]/ﬁ;qflﬁlj ............................ 16
3. /ﬂ%;{kﬁ?(@ga&{ﬁ .................... 16
4. H‘yj:&b \JZOD/E% ...................... 16
5. l%%’»r’,ﬂcj-g*j ........................ 16
6. ﬁ*ﬁkﬁj\ . EJ@JK .................... 16
7. @%%éﬁgﬂ H oo 16
8. BUEMRIEAGRAE A A R OVKERE 5
FAMEENGRAEH B, BOERBEA B -+ 16
9. RREUTZNEEM, HEK OHEER
BIMMEOER A KROEDNE e 16
10. HEAMR, B RAREN H
&U%@P“]&* ........................ 16
11. E%E/ﬁ;ﬂﬁﬁ .......................... 16
12, BRMIMHIRIC B o 17
13. %*ﬁ:_ R oo 17
14. f%ﬁﬁ;ﬁ%{ﬁ‘l:@/f%‘n .................... 17
X1 Krﬁk ............................... 18
1. 9l)ﬂjtrﬁk ............................ 18
2 %@{m@ég%irﬁk .................... 18
X1I. %%ﬁ*—l— ........................... 19
1. Efiﬁi‘f@%’\éﬁi{kfﬂ ................ 19
2. WESMIIUT D BRIRSARAG W - 19
XIIo. 1,‘%% ............................... 20
Lo A« RS ITER U CRR R &
?f 5 ﬂ:%flof@é-‘/%%%%& ............ 20
2. %@ﬂﬁ@%é@gﬂ, .................... 20



CYP F K7 v L P450

LDs, 50% EX It &

RH EPSRLTES




I. $tZEICEAT 5IHE

1.

(1)

(2)

FFEDRER
LEomhbh

FE ST T 23] ICHEEE LTOUEFRATHENTEBY ., 20%%L DK
FFHH SN TV D, EFRIZR ST, JEEOAE IR, WEFRFOARRRHELITIB N
EREET D720, mx ARAULN R I TE T,

AHNL TEAR K RZEE 5 120 Z@kn (BBF1 6045 A 31 HAH) | Ihen il
HEE L. AR 2 BUE L7,

- EHROBRFHRE

ABNDOBREXIIBRIT, UTDEEY THD, (V. 1. DEIIIHE] DHEHZM])
FFIEFRIC 1B IE A D D B D,
WYH, BRI, fEl,

- HaORF|IFRIREE

AHNZ, 6.0 g FITHE ARG OKRERTX 2 1.2¢ 25/ 75, (TN. 2. 8l
D] DHESM)

. BIEFERICEAL TRAMY REHT

TR 2B D &R, 54
BoEfE AAHEET A N7 A % o
RMP il
BIMD Y R 7 Fe/AMeiEE & LT .
TEREN TV B EM o
e AREET A K71 piliz
PR H - o B B S T E iz

ARBREHRVRAE - FHLOHBEIE
EEBEH

RE STV R0

@ - FRALEOHBEEIE

YL

RMPOHE
R4 L7 (RM P SEE % 8241 oo 1)



I. £WMICET HIEE

1. BRE4
(1) %
a % a— a0 R % A kL
(2) *4
Kotaro Shishihakuhito Extract Fine Granules
(3) BIMDHEXE
JRHELE D AP TH D,

2. —fik4

(1) 4 (da&i%)
Wa—+H B

(2) *4 (&%)
Shishihakuhito

3) RT L
L

3. BEAXIEREX
LR
(&% ]
ABNDOF NN IFFETE WA, BBAEROY v RO F=R K, B
THEOZVFNDF U, ATNRTHEONDLRY) EEREFINTND,

4. P FRARUDFE
M L7
(%]
LROKRANOEH K DNy F &
F=RY R (CyHuO4, : 388.37)
TUFNYF o (CprHgpO: 822.93)
ALY v (CypHgN Oy : 336. 36)

5. {L#4 (@Bik) XIEFXE
Y LR

6. BRA%A. 4. BE.
e ET:N314

LE&E=

onji



. BEMRSICET HEE

1. YEER2HNE
(1) 4488 - 44K
WA~ EHEEOMAK T, FFEZIZBWAH D . RITEN,
(2) afEtE
R KRR 3 2) 2.0 g IXFIRT 100 nl OKICERET 2,
(3) BB
[V. 6. BEOEEEUTICHEITERENE] OHEBR
4) ghm (HfER) . B, BRES
B RANA
(5) BRIGEARBET I
B RANA
(6) M ECIRER
B AR
(1) £ ELRIEME
JR3E KRB % ) OKEK (2g—100 mL) O p HITK 4.7 TH 5,

2. AR DOZREEZHTICEITHREN
JRAE Ok % 2) [ I=IRISRME LT HE . TRIZ L VAo IR b
DI, O ERITITEA e hr o T,

3. A DERRARE. EEE
JF3E OKBiRzIE T2 X)) FORAAEKOMERARE
) ooy @EErsra~ NI 7 0 —IEIC L DR

2) WV B a~ NS T T =R X DR
3) ARy B s~ NI T T 4 —EIC L DR

JREE KB R) OFERE

O JFHE kBT R) FICEENDI DY UHEEKOZ ) F LY F U E EH
WiKk7a~ N7 7 4 —lkICLVERET D,

@ JFI OkEBT X R) PICEEND AT RT HKONNRY Uk @diRis o
nv N7 7 4 —BICKVERET D,

B A¥)—LTFAEGE
JdE OKBLZET ) FICEEND A X ) — VAR O EEY, HF—
ixaBris [ERREBRE) OZXRAEGEBOHE [fizy ) — LT RERE] (T
CCERT D,

@ 70%TH ) —)LTxAEE
JFHE KBS R) PICEEND 10% X ) — VAR D E &%, A
R — R L TAESEEBRE) OXFAEEOHE [HxTd¥ ) — /L TX A E&RE]
ICHETCTERET S,



IV. SKI|CBEHY 51EH

1. Hlf
(1) FRDORXAH
LAl
(2) EFIONER UMK
B A RN 7S IzBwn
Bt~ YA LR FrEL 7220
3) #Ala—+Fk
FToREL : T I — MRIES/ RTAINAE N3 14
4) HF|DMmE
1) KSR - B REAFRRIOER A GIRAD) AT 5,
S D0 il
18 71 100%
30 FFkHE 10%LL T

(®)

M

2) B A 420 LR
3) b:é/wIL : $90.75 g/mL
Z D

A=A

. BERIDHER
AR GEMRS) OE=RUHMHA
HR 74 a X v —HE S % A KRL
AFHK16.0gHh

HE#ros 3.0g
BRES | BRI D 1.0g
HmA w7 2.0g

FREDESAERI VI LK Rr* 2 1.2g 2803 5,

ATT VU~ TR UL, RO ayT o7y AR,

:ﬁ | o — 1y > oy P
A TNT U ABTABT VIV~ TRV T A
EREFORE

RN

e

B9

. %ﬁzﬁﬁ#&@‘fﬂﬂi& %

A=A

ki

B4R



10.
(M

@)

(4)

. BAY DEREIED B B R

RIKDEIRZFELE L TWDHDT, KT DHREREOH DM EERFEST HZ LI1ET
X0,

. REDEZREHTICETI2REN

1) RBAE

RAFIETE RAFSAF DRAF I ] i R
2.0 g 53 elih 40°C. 75%€RH 6 » H BN
500 g 7~ U ik 40°C. 75%€RH 6 % H BN

RERIAH : PEIR, MERERER., mEEE, Ko EE. AX ) VT XAGE,
0% T X ) —)LTFAEH

2) FELSE
RIFIZHE PRAFRIE PRAT ] i A

\</j,(‘ > =
%F‘i%g)i 30°C, 60%RH | 1R | B{LROEEITRD bRRh- T,

HERIEE « MRIR

AFN T KB Rz & A BRI TURMER S WO T, BE L7=2SGAIIE Len k9
IRV = F Lo, EXHREORGIIANTRE TS L, X, - B CTHD
AR

- RARERVBERRORER

B4

. F L DESELE (MEEFMEL)

EEE R L

. AHIM

ZUER e L GIRIAI D 7= 0)

BEr - 2%
FENARELRS - B, NENEHRLESR - BEICET A1ER
YLD

2E

500 g [V, T

2.0g X424, [4a]

2.0g X231 4 [4a1]

FliHREE
Y L7ewn
BRHEOME
U
Fyov7 N kv HNET 4V I
AN R =l A RYyzFL R EE =L




43l

P4 ] T —h
38 RVZF L, &)F

=1

- BlEiR#t SN S EME

12.

A=A

T Dth

o cEEE (H{Zmg/H, n=3)
Na K Ca Mg P Fe Al 7n
2.0 44. 4 4.2 0. 2. 0. 08 29.7 0.03

TRV F = R EOE X B
DFRNEZ =T,

frasiE (EDFX) (2

BAI 1 BB OREAVE TR




V. aRICET 45IHE

1. PDEXIFHE
IR (B & AN 8 2 b D,
PRI, BRIRFELE. fEl

2. EEXIIHRICEEET HFE
BRE STV

3. AZERUAE
(1) AERVRAEDESR
HE, KA1 H6.0g Z 2~3 BIZHHEIL, BRIUIERICRAKEGT 5,
7ok, i, RE, JERICE Y EEHEBT 5,
(fiF=50)
/N &
INEBHEIIFICED LTV RWA, BZE LT Von Harnack /)R 3 BEHE 3
ICHET D E TR LT D,
125 -k AHAED2/3 [1H4.0g]
.55 - AHED1/2 [1H3.0g]
3k RHAHED /3 [1H2.0g]
1 RAHED1/4 [1H1.5g]
0.57% - HAMHED1/5 [1H1.2g]
(2) AERUVHEDHRTERE - B0
WEFD 55 4F 6 A 25 H 355 804 Ak R « AWK R 1@ AIZIE W ERE,

4. BERUVHEEICEET HFE
BRIE I TV

5. ERERRE

(1) BERT—2/1\vor—o
YL

(2) ERARFEIEHER
ZMER e L

() AERIGIFERHAR
MY ER L

(4) HRELAOEAER
ZMER e L

(b) BE - ARG
ZMER e L

(6) AEMNER
M ER e L

(1) Z0ih
ZMER e L



VI. EMEE(ICEI HIER

1. EEPHCEEH S LAY ITLEYE
FEECTE 0
(5]
AR ORAERICEENZLAME LT, By VHEDF =R B, o 7
ROTYFNY F U, AT RTHROAAY VEREASN TN,

2. REMER

(1) ERERLL - 1ERF
A ERR L

(2) EzEMA1THHBRNIE
A ERR L

Q) ERRIMEFRT - FriehrE
A ERR L



VIL EYEIREICET SRR

1. M REDHRS
() BRELADGMPRE
A ERR L
(2) BRRAEBRCTHRSINMPRE
A ERR L
Q) hEE
A ERR L
4) BS - HRAZEOTE
A ERR L

2. EMRERMNSA—4
(1) fEWAE
BB L
(2) RUILEETER
BYERR L
Q) HEXREEH
BB L
@4 2IVF7ZUR
MBS L
(5) NHRTE
BMERR L
(6) ZDih
BB L

3. B&H (REaL—>3av) @i
(1) A&

MHERR L

(2) INTA—REHER
HERR L

4. RIN
MHERR L

5. 2%

(1) Ik — A B8 e @@ 14
MHERR L

(2) Ik —RRAEEAPT @i
MEERR L

3) EiA~DFIT!H
HERR L

@) BEEA~OBITE
AR L



®)
(6)

(1)
2)
3)
4)

10.

11.

T DDA~ DBITH
EER L

MmFEQFEER

EER L

R

FBER AL & L BHRR R

A ER L
RS HER (CYPE) OHFE,
A ER L
PERBNRDOEREKRVZDEE
EER L

REMOFLOERRUEELL, FELE
BB L

|t
DR L

b5 YR K—5 — 2T BT
DR L
| BAEIC & BREE
DR L
HEOERERT 2BE
DR L

20t

BB L

-10-

HEE



VII.

1.

(1)
@)

Ze (FRLOIEESF) CHJHIER

ZLERNAEFNDHER
BRIEZ LTV

. ERRBELZDEH

BRIEZ LTV

- DREXIIHRICEET HFE L ETNEH

BRIEZ LTV

. RERUVAEICEEY 5 EE & EDHER

RIEZ LTV

. BERQEREIE L EZOER

8. EEREAMIE

8.1 ARFNDOMHICHT-»> Tk, BEDOFE (K - ER) 2FELTHRETDHZ L,
ks, i E B L, ER - TR OBENE D L WEEITE,
K5 ERET D L,

8.2 KFNZIIH Y UMEENTWAEDOT, MiEH U v MERHLEME I+ E
+THZ L, [10.2, 11.1.1, 11.1.2 BH]

8.3 v EARAOENKE (£IX5ELE) X0, KIGOERRET . #
fE, OB A, 185, REE LS IBREEIRECER H Db b BENRH 5,
FEHHEET 258126 - Tk, BB CT. KBNS OME LTI = &2
SE Ly, [11.1.3 B3]

8. 4 DB F AN EZ AT 2561, GAEEKOEHICEETDHZ &,

(fiF#)

8.1 EHRAE A DO LY —OMEFHAZXH7-0, HEFEFZOEZ T %EE
LCHERT2EZH LT,

8.2V UL DAFITEHAENTWDZD, BEIZR VLT EWERAR S
b4 b Tit#i LT,

8.3 VT EARKERYIRATSZ & T, BIEARD b ABENLNH D
T OFHE LT,

8. 4 W A2 O3 28561213, EEAROENMBNNETH D720
FoE L7z,

HENDERZEI HRBICEHTHIER
BHE - BEEZFOHLIEE

BE STV R0

BEREEETRE

E STV R0

-11-




Q)
(4)
®)

(6)

(7

(8)

(1

FHaelEE RS
FRE STV R0
HiEReE AT HE
FRE STV R0
bE %

9.5 yE4m
ﬁ%ﬂiﬁ%bfV%T EMED & % MEIZIE, 1B EOA R ERIEZE 115
EHW SN D HEEICOREGETH T L,

ZELIF

9.6 ZELIF
BEEOFRMEN ORI REDOFRMEZEZE L, ZALOME T F k2 BErd 5
N

wg & U TR R R 1T 406 L TV,

9.8 ;Hn%
WETHREFETH L, —RICAEBEBERENMET LTS

(fEan)
VR 454 A 1 BAEERZEE 30 75 [ ElnE ~O&R 52T 5 R E IR 5 o6 H
FoOEEORHEHICHOWT) (TS LT,

. HHE%EHA

HRAZRLEZTDER
RE I TN

-12-




(2) HREE L EDER

M

10.2 HAEE (BRICEEIT S &)

A4 B PR ER - FEiE 5k By - fabRX1

T3 A A BTV RATa U gEN | 7V F ) F R
RN E Y bobnT < b, |RMETOHIY T A
AR F7o A&H Y v AME | BEMEEERR S D
s % DOFERE LT, 34N | 20, MGV 7L
T UFNY F BN NED F—=0H 6L T < | EOKE T HNEE SN
WA oA T 5 BA 725, HIEBREZLN
TJUVFNYFUR—T 5,
FogLh T Y LY

AT A

TUVFNYTFo—T

F=U b 7Y DL

AFF =A%

(8.2, 11.1.1, 11.1.2 =]

(fEan)

AFNCIZH YN THELLTL0gL E2. 5g RS EFNTWAE D, BB
534E2 A 13 HAFERREE 158 5 [/ F U F UBRS Z2EH 9 5 EHE OB
\ZDWT ) ([ZHD&EFHE LT,

. BlEA

1. BlER
ROBIERRHHLOND T EBHHDOT, BEL+HITITV., BERBDO LN
S alidR G 2 P T 57 SO R LE 21T Z L,

EXGEIMER & MHER

1.1 EXGEMER
M ATETILRRATOVE (HEERPR)

KU U AME, fEES, 7R UL - (KEROIE, 2, (KEMINEOBT
NVRATRUERD HbNDLZ ENRNHLOT, BlE (MiEH ) v LAEONES)
ATV, BERRDONEAICIEREEZTIL, Y T LAKOBEESED
WO AE AT ) 2 &, [8.2, 10.2 & ]

11.1.2 2 AN F— (FEHEARH)

BAY T AMIEDORKERE L TIANRNTF—RNHELDLNDLIERNHDHDT, BEE+
IPTATUN, BTG, DU - BRI O B O b NG AT & G5 2k L,
1V 7 LEOREEOEY)RAEEZITH Z L, [8.2, 10.2 /]

(fEan)
AKFNIZH Y IR 1L.0g U EEENTWATD, BRI 5342 H 13 HAT3ERE
158 5 [ 70 F ) F Ui r g a1t HEELOBIROICOWT ) ICESEid#
L7,

-13-




11.1. 3 IRRE IR FRAREE L IE  (BHEATH)

REIBGICE Y BREFFIRELVER H 5N D Z L3 H 5, R, THI, 5,
JEERRZ M SF 03 W IR L& b o e a . AXEE GBS 2 - T2 G a8 Ic i3k b %
ik L, CT, RBWEESFOMEZER T 5 & & bic, WURAEEZIT) Z &,
B, BEUIBRITICE > TEF b i Sh T, [8.3 2]

(fiF750)

AHNC LB & B2 B ESIREELIE O ERENEBEINT-7-0, AL 30
2 H 13 BAEEAEZRE 021385 1 45 [ MEH LR OWETIZHOW T 1I2E5D
XEcdk L7z,

(2) ZothoEIER

11.2 Z0fthDEI1ERA

BAE A
ERITE BACRIR, BEARE, THISE

9. BARBRERRICRIZTEE
REIN TN

10. BEkE
REI LTV

11. BRALEDEE
HRE I TV

12. ZOHDIEE

(1) BERERIZEDCIEHR
RIE ST

(2) FERRPRFABRICE D < 1B
BRE STV

-14-



X. JRERPREERICEA9 HIEE

1. EEHER
(1) EhFEHHER

[VI. ENEEICEYTSHIER] OHEZMR
(2) REMFEEAR

MM ER L L
(3) FDihDEIEAER
MM ER L L

2. HitER
(1) HERES=E4HER
JFHE ORI X 2) ORI TROBRE TH -7, (L Dy, : mg/ke)

EDL/NE BEGREHS L Dso
BDF, %~ 7 A & 0 >5, 000

—HRAEIR  BEATRA L, TR L, (FENEED

(2) REHRSEHHR
M ERR L
Q) EnEMHAER
M ERR L
4) HBNARMHER
MM ERR L
(5) ENEFEFMEGER
MM ERR L
(6) BRTHRIEM R ER
M ERR L
(1) ZoniFkEk
MM ERR L

-15-



X. BEMFIAEICET HEE

1

1

1.

0.

1.

RHEX 7
BOA ALy (WHZEEKGLUSIOERNTH D)
ARG %E L

A
ik 3 4
| BERETORE
SRR
RBVEOEE

20. kLW EDEE

20. 1 KFNOWEERDTZD, TEHETBRERET, EHEHXEOE 520 LW
FHCRE T 52 &,

20. 2 BAEMZ IR ZRET . BHRWICEET A 2 &,

20. 3 ARFNTEFHZ TR E LTWADT, BilENERLLZ ENH 5D,

V. 6. HFNDERBREHETICEITSA2REM] OHESR

. BERITEM

BEMERELTA R 2L
T DHLoLEBY: HY

. -5 - A%

L

. BEffEAEEARAE

AR OVANA

LERFTARZBFABRUVERRES. EMBLNRHEFEAB. REHKEAR

BUEIRFAGRAER A ZnSines S A A A W Fe P ARA A A
1986 48 A 25 H 16100AMZ03951000 1986 410 A 30 A 1986 410 A 30 H

. DEEXEIHEREN,. AERVAEXFENFOEABRVENAR

AR OVANA

BEERR. BEEKRLAREABRUVLTORE
A% L7aw

BEEYM
RSN

-16-




12, REHEFRICET S1FH

BN

13. £EI—F
JELA= 55 (A S A . o
_ - - (HREE R o — R SN Lt 7 SRR
R4 %@”ﬂy%ﬁ%%uu (V] 22— F) HOT (9 #7) &= S 2T Afja— R
=15 mhE A 5200063C1029 5200063C1029 110113301 615101216
FEi5 % A kL

14. REFBALDFE
RESN TN

-17-




XI.

3Lk

. 5K

AR L

. EDHDSZE K

AR L

-18-



XI. EZE&H

1. EGNETORTIKR
BRI

2. BYMZE T SRR XIEFER
BRI

-19-



XII. &

AREOEHRICET HEE  AEIZITERZZ T CORWMEICET 2 ERNE b,
RERFIESENHEL L COWRVWARLEENTEY, HLETHRFBLIN T LIRS
ETELNTERLEFELE LTERRLTWS, EEEHEENERET 2B 5 LT
DBEFBFRTHY . MLEOFRZ7RTHO TR,

1. F - REXZFEICBLCEEKHHZTSICHIz> TOSERR
(1) #»E
MHERR L
(2) HAlE - BAMRUBREREF1—TJT0EBH
REBGT 2 — 7 OEmEX TROMBR ThH -T2,
fi6i 5 R 1k Fa—THARX °f)
55°C, 10 %y 5Fr.

i

=

2. TOMOMBEER
MM ER L L

-20-



	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


