2023 # 7 AKET (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
N4 1

EFbw oo &9

oA B — i S R T A AR

Kotaro Hochuekkito Extract Fine Granules

#l & | kLAl

A o B X | ATEERGLLUS RS

AFI1 2.0 g HICHF M iE&E= % =
7.0g%EH

ma MR R G
¥ 4 : Hochuekkito
BaE R ARE AR | BUERFEAGEFEHR (19864 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
AR A4 B R 55 9T ¢ /N AC BB B R kA 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 42 7 JET ORM CEORLEICES S YT 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 ........................ 15
X. QFEEJJ"EEKEﬁI:F;ﬁTéIEE ............... 16
1. ;ﬁﬁﬁiﬁﬁﬁ ............................ 16
2. %;ﬁ%ﬁﬁﬁ ............................ 16
X EEMBHEICEISRE - 17
1. %ﬁﬁﬁ” [Zﬁj\ ............................ 17
2. ﬁ/;j]/ﬁ;qflﬁlj ............................ 17
3. /ﬂ%;{kﬁ?(@ga&{ﬁ .................... 17
4. E&T&l/\i@/fﬁ ...................... 17
5. l%%’»r’,ﬂcj-g*j ........................ 17
6. ﬁ*ﬁkﬁj\ . EJ@JK .................... 17
7. @%%éﬁgﬂ H oo 17
8. BUEMRIEAGRAE A A R OVKERE 5
FAMEENGREH B, BOEBmEA B -+ 18
9. RREUTZNEEM, HEK OHEER
BIMMEOER A KROEDNE e 18
10. HEAMR, B RAREN H
&U%@P“]&* ........................ 18
11. E%E/ﬁ;ﬂﬁﬁ .......................... 18
12, BRMIMHIRIC B o 18
13. %*ﬁ:_ R oo 18
14. f%ﬁﬁ;ﬁ%{ﬁ‘l:@/f%‘n .................... 18
X1 Krﬁk ............................... 19
1. 9l)ﬂjtrﬁk ............................ 19
2 %@{m@ég%irﬁk .................... 19
X1I. %%ﬁ*—l— ........................... 20
1. Efiﬁi‘f@%’\éﬁi{kfﬂ ................ 20
2. WESMIIUT D BRIRSARAG W - 20
XIIo. 1,‘%% ............................... 21
Lo A« RS ITER U CRR R &
?f 5 ﬂ:%flof@é-‘/%%%%& ............ 21
2. %@ﬂﬁ@%é@gﬂ, .................... 21



B% 55 *
Al-P TIVHYKRAT 74—
ALT (GPT) TI9=20T ) N T AT 2T —F
AST (GOT) TANRTX VBT I ) N T AT =2TF—F
CYP F k7 v A P450
LDs, 50% 3t &
RH FE e B
y —GTP y-INEINVKNT AT FHE—E




I. $tZEICEAT 5IHE

1.

(1)

(2)

DR
BRONBNL LI NADLBA

P REET TG A G ICRERE L CoEAEHENTRY, Z20%%
< OREICFHHINTWD, THFEIC/R- T, FEORME I, JRIERFO R0
ICBWERHET 5720, =% 2AWANL NS T& -,

AANT TEAR K RFE 58 120 Z#m (BFFf160 455 A 31 HA) | (hfEnW Bl
HEE L. AR 2 BUE L7,

- EHROBRFHRE

ABNONE NI RIT, LT LB THD, (TV. 1. $EEXIEHE] OHEEMR)
HIGHERERGE L, W HBEEN S50, HAHWIXER, KA, shfRd: i
REEEI B D,

TR R Fe L O DR R, BHEg, BE, BEoW, B RE. Rt IR
WE. FEE, WL,

. HaORF|IFHIREE

AFNL, 12.0gFICAA TP HRKEBETXTRAT1.0g 286875, (TV. 2. 8FI0#HE
1 DIEZMR)

. BIEFERAICEAL TRAMY N SR

TR 2B D &R, 54
ol AAHEET A R T A % o
RMP il
BIMD Y A7 F/AMeiEE & LT .
TER SN TV B EM o
e AREET A KT A piliz
PR 0E H - o B B S T iz

ARBREHRVRAE - FHLOHBEIE
EEBEH

E STV 20

@ - FRALEOHBEEIE

YL

RMP®DOHE
Y L7 (RMPSRIERIGA O HEAH])



I. £WMICET HIEE

1.
(1)

(2)
(3)
2.
(1)
(2)

(3)

. BR%. WA, BS.

Hr5E4

%

a & v — K 5 AR

e

Kotaro Hochuekkito Extract Fine Granules
R INO)=:P S

JRHELE D AP TH D,

—f 4

& (&L
i 48 <5
4 (%)
Hochuekkito
AT L
L

- BERX(TRER

M L7

(%]

ARANOFR T ITEFETE VN, BAEERO= YU lkoxX v/ o FE, B
Y7V aVHROT N7 7F L /Y R, AVXHKOT A NZ Ty IV, ~Y
XHRD () -V 7 2FY R, FrvrHERO~zXY D A afizkoy A ayR
=V, Y URROTYFNYTF U, avxa vERO6]-F e —L
ENEFHEINTND,

. AFARUVDFE

M L7

(%]
FROARFNOEF R DXL O &
Xt /32 FRb, (CsHgOy : 1109. 29)
7 rF727F LU R (C,:Hy,Os, : 248. 32)
TA LT H Y RIV (CyHegOyy ¢ 748.97)
(2)-V 7 AF VU R (C,,H,0, : 190. 24)
ANARY P (CyxHauOys : 610.56)

PA aPpR="b, (CpHgO,s : 780. 98)
TUFNYF oM (CrHepOp: 822.93)
[6]-F >~ a—/L (C;HyO, : 294. 39)

- AEFR (@RR) XIEFRE

A% L7aw
L&

onji

REER N4



. BEMRSICET HEE

1. YELERME
(1) 581 - MK
BB~ OOHMKR T, HENIZBWRH D HITH <, &,
(2) BfEMN
R KRR 3 2) 2.0 g IXFIRT 100 nl OKICERET 5,
(3) WiBH
[V. 6. WEIDEEELETICEITHREMR] DESR
4) ghm (HfER) . B, BRES
B RANA
(5) ERIEEFERETE R
B RANA
(6) M ECIRER
B AR
(1) ZDDELREE
JFRE OKERZEE T % X)) OKEKR (2g—100 mL) @ p HIFKI 5.2 TH S,

2. AR DOZREEZHTICEITHREN
R OKRE BT 2) I=EICRAF LS E . BRI X VMO ZE TR b
DM B E BT 22 o T,

3. AN DHERABRE. EE
H R Al 4G = % ALY 5,



IV. SKI|CBEHY 51EH

()

M

. HlR
Iz DX 5
LAl
HEN DR B UMK
Gl RN 7S IzBwn
et ~mten AL RRH N KRR 7220
#Ala— bk
FRREL - T — hERESRTIHRE N4 1
HE| DY
1) KEEAAR - B BRAIRRI ORI GIRIAD) 1[C#EET 5,
SDH0EE il
18 71 100%
30 FFkHE 10%LL T

2) % B A 41° LI

3) ﬁ>éjﬁf” © %50.80 g/mL
Z Dtk

A=A

. BEIDOMRK
EYES GEHERS) OE=RUHME]
W 7E 44 o & v — IR G S AL
A 12.0g
HR=rvv 4.0¢g HRZA YD 2.0g
HREExYZ Y=Y 4.0¢g HRYA = 2.0g
By | BRA DX 4.0g ERE P A 1.5g
HRE ho% 3.0g HREawv¥xaw 0.5g
AHEF v 2.0g HRYav~ 1.0g
FROREAIEI VI LK R 2 7. 0g 25 HT 5,
e ATT VU~ TR UL, NUERaATT T MK,
TIWNT o ARTABT VI VR~ TR T A
EMEZEDRE
YL
HE

B9

. AMBRROERKRUVEE

B4

ki

B4



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
4.0 g 43edih 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) FELEZSE
RIFIZHE PRAFRIE PRAT ] i A

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

RERIEE - MER

AFNT KBz = 20 A BTGB MR SV O T, BE LGS IZERE LN E 9
ARV =T L AR, EEXHEORBICANTIRE T DHZ &, X, e T Tl D
RN T b

- RARERVBERRORER

A% L7awn

. F L DESELE (MEEFMEL)

EEE R L

. AHIM

RUER e L GIRIAI D 7= 0)

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

2E

500 g [V, T

4.0g X424 [43]

4.0 g X147 8, [4a]

FHREE

BN

BEOME
N Uk
Frv7 R hv LT 4V L
U=l % R zFL v RUHE e =




11.

12.

43 Eliih

S8

TIIT— |k

=

5

R xzF L, &8

AEEM‘ SN DEMEE

A=A

ZDih
o FEEE (Bfrimg/H, n=3)
Na K Ca Mg P Fe Al 7n
i H
. 169. 1 18.7 35.0 22.0 0. 46 48. 0 0.10
=%

T RVF — WO X BT E (EDFX) 12 X 2851 1 B & oRER IR T HR

D G &

7T




V. aRICET 45IHE

1. MEEXITHE
HIGIEREIGE L, WHEESERH D H O, HDHVWITIER, EE, Ky, stiEsk i
REEMHEI B D,
FEREMER R L OYRB ORI, B9, BiE, 208, BSERE, Kk, K
B, R, DAL,

2. MMEEXIIHRICEAET HFE
REINTWHARN

3. RERURE
(1) AERVHAEDER
HE, A1 H 12.0g & 2~3 BNz EI L, RETITRMICEROER ST 5,
7B, Fln, RE, ERICKVEEHEET 5,
(fig#)
XN &
INRAEITFFIZED BTV, HZ & LT Von Harnack O/)NESEH EH#LR R
WZHETDHETRDOL IR D,
125 RAHAED2/3 [1H8.0g]
7.5 - AHED1/2 [1H6.0g]
3k HAHED1/3 [1H4.0g]
1 AHED1/4 [1H3.0g]
0.5/ - - AHED1/5 [1H24¢g]
(2) AERUVHAEDHRTERE - 1Bl
BN 55 4 6 H 25 A T3R5 804 B3R E « AMRARLEBMICEVFEE,

4. AERUVHAEICEAEYT 5FE
RE STV

5. ERERRE

(1) BBERT—2/1\vHr—
AR

(2) ERPREIEHER
MG R L

) AERIGIFERAR
MG R L

(4) WRELR9EAER
MG R L

(5) BE - mERNHER
MG R L

(6) AEMER
MG R L

(1) =0
MG R L



VI. EMEE(ICEI HIER

1. REPHICEES L ARSI AWE
FRET& 7m0
(5%]
AROBAARICEENBIAME LT, =0V ilkoF b/ v FH, Ex Y
VaYMROT R UFL U R AYREROT A NI H R RV, kX
KO (@)=Y JAFY R, FLERRDOANANY Vo S SHROVA 29H= 2
H, WY URRO TV FAY FUBE, va vXa VHRO6]-F S m— L %)
STV,

2. EBE{ER

(1) eI - ERERF
MM ER L L

(2) EMEZENITDRBRBE
MM ER L L

(3) YERFEIFRERA - FiEeERE
MM ER L 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. EELEARNIE

8.1 RFNDFEHICHT-»> T, BEDIE (IKE - JER) 2FEBEL HETDHZ L,
¥, Aol BlEz L, B - FTROEENE D bR WEEITIE, Mk
K5 ERET D L,

8.2 KFNTIZH Y UMEENTWVWALOT, MIED VU U MERILEME I+ E
T5HZ &, [10.2, 11.1.2, 11.1.3 B1R]

8. 3OS WA ELIHT2HAI1F. EAEEKOBEHICEETSZ L,

(fifn)
8. 1 ERMEE T A DL Y —J@OBWEMM LN 5720, EHEFZDOHEZTT2EE
LTI 2 EZRH# LT,

8.2 TIFLL DAFIZEHE SN TWATD, BEIZ2 LT EERN S
LT RO TR LT,

8.3 R EFRIAN 2T 256 121%., EEAROBENINBNRECTH 720
SoEL LT,

HENDERZEI HRBICEHTHIER
BHE - BEEZFOHLIEE

RE S ATV R0

EREEETRE

E STV 20

FHseefEE 8 E

E STV 20

HIEREE BT HE

BE STV R0

-11-




®)

(6)

(7

(8)

()

bEbG

9.5 ¥E4m
T AR TR U TV D FIREME D & 2 ZetIZIE, TR LA RME a4 1[5 5
EHB SN DG DOHRKEGTH &,

RELIE

9.6 &3LI%
R EOFRMEMORFREOARMEELZE L, RALOHME SUI P IE 2 MEd 5

—

o

T L U BRRE BRI 540 L Ty,

P

9.8 EindE
WETLREEETH I &, —MRICAEBREENMIT LTV D,

(FFL)
VR 4 4 H 1 AATERZLSE 30 5 Tl ~ D8 G- BE 3 % B 1= 3K 5l D il
FOEEORLEIZHONWT) ITHRSERE LT,

HE/ER

HRAZRLEZTDER
REINTWAN

-12-




(2) HREE L EDER

10.2 HAEE (BRICEEIT S L)

N4 AR AEAR - HE T BEFy - [ 1
7 E A BT NVRATRUERNDH D | 7 ) F ) F UEITR
ISP SEp-RT b3 < 72d, Fiz, K [ & OB Y 7 AP
EAliEN: AV AMIEOFKERLE L | IREERANH L0,
RNEG % T, IARXF=nbbbh | iEHL Y v AMEDIKT
TUVFNYF Uk | T 75, MEEIND Z ENE
OCEOWEHEEERT 2565,
% B

TV FNY FUmE
—T V=N T
Vo L-V AT A
Ve
TV FNY FUm
—T V=N T
U v « DL-ATFF
= VA %
[8.2.11.1.2,11.1.3
Z ]

(fEan)

AFNCIZH Y IR THELLTL0glL E2.5g RS ENTWAE D, BB
534E2 A 13 HAFERREHE 158 5 [/ F U F UBRS Z2EH 9 5 EHE OB
\ZDWT) ([T &EFHE LT,

8. EIER

11. 2lER
WORIWERNRS 5D ENHDHDT, BEL+0I2iTV., BENED BN
LEliigE eI A SR E T T b,

(1) EXGEIMER & HER

1.1 EXHEER
1.1, 1 MBE Mm% GEEAR)
k. PRI IR REL E ORISR D Db GA IR, AR OK S & Ik
L. 00 THIER X B, MO CT ZHoMmE %2 95 & & HICRIRRE R LVE
RO EGED@MY R EEITY Z &, £, Bk, FERREE, BRSNS b
AT, AFIORAZFIE L, REHICEET S &9 Bk LEEET
L,

-13-



(fiF750)
AHFNZ L B & Bon oMEMEMEDOEERENEEINTZT-O, FRITHETAH
20 HAF3RAZZRE 0720001 & [ (MEH EoOFEE] OWETIZOWT] 12D & F#k
L7,

11.1.2 A7 RRTFAEVE BEERY)
KU U AME, fEES, 7R UL - (KEROI, 2, (KEMNEOHBT
NVRATBRUERSH HDONDLZ ENRNHLOT, BlE (MiEH ) v AEONES)
STV, BENBD ONBEICEHRGETIEL, Y v LAKOEESED
WY R EEZITH) Z &, [8.2, 10.2 &[]

11.1.3 A/ F— (FHERH)

BAY T AMIEDORKERE L TIANRNTF—RNHELDLNDLIERHDHDT, BEL+
SITATUN, Wi, DU SR A - JBRIBAE D FLH S b TG & Iidk G2 ik L,
1V LB OREGEOEY)RAEEZITH Z L, [8.2, 10.2 &M ]

(fEan)

AKFNIZH Y IR 1.0g Ul EEENTWATD, BRI 5342 H 13 HAT3ERE
158 5 [ 7 ) F N F Ui g f 1T HEERLOBIRDICOWT ) ICESEid#
L7,

1.1 AFFHEES. &E (W T bHEERRH)
AST, ALT, Al-P, v —GTP ZDFH L\ L& 20 5 FMERERE ., 3ERH 6 bND Z

ERHD,

(FFwL)

AAN &2 & b D ATHERERE S . BEAME STV DD R#E Lis (EER
) o

(2) ZothoEIER

1.2 Z0thDEI1ER

K]

S
e

I EUE R, =L
ERI*E BACNIR, BHEARE, BD, TR

o HERERBCRETHE
BESH TR

10. BEkE
REI LTV

11. BRALEDEE
REI LTV

-14-



12. ZOHDIEE
(1) BEERERIZEDCIEHR

15.1 BRERERIZE D 1B
2, RERENEILTDZENH D,

(fgL)
A= P AU RREICEFTEN TV LZEAI L WHIHMAITHD, 2L
T AN R & O BMERIEZ BAL S H D 2 L BMERARBRO T TS i
TWHThFt#H Lz,

(2) FEEGERRFAERICE D < I1FHR
REINTWARN

-15-



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) RELRSSMHEHR
R E R L

Q) EinEEHER
A E R L

4) AARMEEHER
A E R L

(5) AREFASEHER
R E R L

(6) R RlA e EL BR
A E R L

(7 Zofho%ikE!t
A E R L

-16-



EEMEHEICEY 5EE

- RHIES

WO RS LAY (M EEEKRUAOERRLTH D)
BRARSY : 324 LR

L
Wit 3 45

. BERETOITE
E{m{%ﬁ

. BV EDEE

20. IRV LEDEFE

20.1 AFIOSEZROTD, TEX A TR EZERET, BEHFBEOY 5720 L
WHTICIRE T 5 2 &,

20. 2 BREMZIZFRCIR R A BT, BURWICIEETH 2 &

20.3 AFNIAEIREZFTEE LTWDHDT, AfSERRRLZENH D,

V. 6. HHDBEELHBTICBTIRENE] 0EBR

. BERITEM
BEMEERBTA R HY
KT voLBBY : HY

. R—m5 - EhE

[Fl— AL 54 3K

(RPE) AP s R = % A AL
JPS Wi 38K = % A ERL (GRAI )
F— AP ERGTF A G

7 Z v TP IR RG T X AR

Vo a v aER G FC = % A HBRLE R A
Vo a vy iR FC =% A BE R H
Y AT RIS RG T AR (EFEA)
=R R RS T & A AR
K DO P 48R & A JEkL
KIEE O IR R G — % A8
AR P A R 5 A SRR

. EFREERHE
BAERSAN

-17-




- RERFTAZFABRVARES., REELERFFAB. RchwFEAR

BUEIRFAGRAER A ZnSines S A A A W7 P ARA A A
1986 4% 8 3 25 H 16100AMZ03949000 1986 4% 10 A 30 H 1986 4= 10 A 30 H

. DEXEIHEREN,. AERVAEXFENFOEABRVENAR

A% L7aw

. BEEHR. BB RLAREAARUZOAR

A% L7aw

. BEEYE

A% L7aw

- BEYIRGIRICET S1HH

AR OVANA

. &BfEa—F
JE A G5l AT . o1 .
N IR g = — 1 | VT rEEE
HR5E44 %@g?j%%uu (Y] 22— ) HOT (9 #7) &= 27 Al a— F
;;z;*j?;fi 5200131C1035 5200131C1035 110494302 615101252
X iy
. RIEHBFLDOEE
E STV

-18-




XI.

3Lk

. 5K

MR L

. EDHDSZE K

AR L

-19-



XI. EZE&H

1. EENETORTIKR
YL

2. BB BERRZIERR
G ORAA

-20-



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

-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

	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


