2015 4= 9 H&GET (55 3 i)

B AR SRS 875200

=

EEA A Ea— 274 — A
H A e 34 AT 2 O TF G ZEEaE 2008 (ZHEHL L CTIERL

2 7 R A

Z MR B F ZF IXX A

(Uvo oI b)
SANWA Rikkunshito Extract Fine Granules

(s—21)
i 2 L A
WEHOHRHNRXR R L
G Rk
Al HE @ . 5g)Hh, FTHROHRBABTFETX24.9g 250475,
HR = v v » 4.0g HFE + v v 2.0g
BB - & = HE By Y=y 4.0g AR Yavuxay 0.5g
HE 727U av 4.0g HRE % 4 YV v 2.0g
HfF -~ v 4%  4.0¢ A v v v 1.0g
_ @ . s ANEFE (Vw7 v bhy)

4 ¢ rikkunshito

WEHFEDEA B
S FEYE T
£% %A A

ke KGR E H B 19864 7 H 18 H
KO R ME IR K A A B 1986410 H 30 H
*® 5w £ A H :19864 11 H 1H

F%E - BLEARSTE (@A) -
=i - TR A

fugrzeoe - = M A K X &

ERFERIELEOERSE -
EHES - FXES

MWWEhERERO

SRERAURA IR
TEL 03—3834—2175  FAX 03—3834—5294

A TF 1% 2014 4 4 HGET

(55 6 i) OIRFT SCE ORI FE S S ERR LT,

BT OWRAE SCEE#IL, PMDA R — A — TEIKMIZBIT 2 1HH
http://www. pmda. go. jp/safety/info-services/drugs/0001. html |2 T ZHERE< 720,




I FRIFHOFG & OME — A ARB A2 —

1. B A L ZEa—T 3+ — LERDORRRE

PR R IR O BRI 72 B S & L CERRAERRIRASGECLT, IR SELRD) B3d 5,
PR B CIEERD - SEAIRTS O PR SEH Y B i R B 72 R 3R AL O (E A E R A 16 3 2 B3I
I, A SCEICRHE SN Z2 AT 2 RIS G RO L ERGERNH 5,

EFBIS Cld, YakEIEMIT DU TR 3 o0 R SEIE L Y F 25 IS OB INFERPE R A L T
HEHREMTL TRHALTETND, ZOBICHLERFERZMEINATTL200FRI A ML L
TA UV H B a—TF—LNHELT=,

WAFN 63 AE12 A AP RAIRT S (LR, BRI EBET) INE 2 NEEESN ERLA/ 2o
— 74 —25] (BLF, I F &) OMEFMFEONC T FR#ERE2RE LT, F0%, ERIEEY
A ONC R 1) R R L = — X DAL & 321 T, Ak 10 4F 9 H I BRI E 3 NEES
IZBWT I FRRsiEEHOBGET AT,

FAZ 10 4E2NRE L7 B, EEMLEHROANY T ThorREEE VT TH 5 ERILL DA
i, WG & - THE « ERREIIRESE(L LT L 22T T, AL 20 46 9 1T B Sk 3K
WEELITBWTH -/ 1 FRflBEE R ESNT,

2. 1F&ix

I Fix NS SCESEOEFEREMT L, HARMEOEREEHEIZE > THEEBICLE, EHLHA
DEEEHO T O DIEH, JITRETO T O OIFH, IO T2 DOF#R, EHEMHOBEIEMSH D0
W, REMNRBE T T O OB RENERN SN RENRERNOER G E L LT, BFRK
DARLAR EAE A R E L, FRAIRTSE 0O 72 10 Y 3% =3 5 0 BUSEA 3 SRR ORI 2 (K38 L T U 2 25541
EE EALEMT O,

fefe L, Rk - SR EREEICED S b 0, MIREEOMAILE ) & BN T 5 b O K OFEA
Bl E S ASEEAM - KT - $REET RS FIES T T FOREMFEHEL TR0, S0z 5L, RUERpE
ORI T FiL, AR S 2554 - HIWT - BRREIS T 5 & & bic, LBERMEETHHD
EWVI AR OZ L AERE LTV S,

(I FORER)

OBKIZA4 ), BiEEZE L, FAIE LTIFRA Y MU EOFR(KFIIFRLS) T L. —@klY

D, L IR SCETHEE - R HWEEA IR BEFEATE IS b LT 5,
@1 Frodi EaEIc RS EEl L, FHEBAIXT Vv 7 K TRET 5,

@FMOIHITH— L. TSk THFHEEERD [T FRIHAOFES O] O 42#kT 5

HbOLL, 2HICEEDD,

(I FDERR)

O 1 FI3FEAIE L CRIAIO B 5285 (NAAL EHAL SARAD IT/ER S5,

@1 FIZitikT 25 E L OBHNIE ARENRE L7z [ F sl I BT 5,

@R LEDONEEHFETH LD 1 FOESITH > THUERIGEHRNTHENS,

DRI OREFITHT 2 b0, [IECFEORANLS ) 2 BT 5 b O K OFEF £ 13 U o ER

PEEF B ORI - BT - R IET R EFEHIZOW IR E S 0,
® TEFKLA VZ B a—7 4 —LFRsiZEH 2008 (LR, [T FERaiZEsE 2008) LW&3) XV IE

Sz 1 Fid, BrEACoORMEZ AL U, HEIZN U CERARMMZE AR (PDF) b

FIRI L CREAT %, 2 ToORKIISLEATITR,

(I FD31T)

O [T FFodZEE 2008 1%, Rk 21 F 4 H LIRRICAGR S N B =3 O & 72 5,
@ EFEUSDEEEIZHOWTIE, [T Fiodi®EeE 2008) (2 Xk A21ERK - #2fi3ssm s s & o Tldi

AN
O EOEEOWET, FRARF SUIHHNAE R (BRRFEM) 2AF SRl QN # IS E

DIELRZENTL S, LT RENBEPREL LD AIZIT T FRUGET S5,



3. IFOFIBICH-T

(1 FRC#HZERE 2008 12RWTIE, MERDEICMRIC L 2R Cofftici ., PDF 77 AV
IZ R DEFHAETORMEZIEARE LT D, THEREFHT 2 AL, IR 5 FIRI L CTHRIH
T 52 ENFRIT, EFEESETO T TEREIZ X > TISEIDS U TMRICEIRIY T ORI 2 4o L
LG AN B

BAIRD T FIZOWTIL, G R AP O 23K 0 R A i AR e AR — A —
PG FT R E STV 5,

RERIET TR AV F Ea—T 4 —AERO TR &) 1IT96> TERL - 1259523, 1T F DJi
RERE 2, EEBSGICAE LT D EHRS 1 FAERRHICEHE LD RE I D TR ¥
MRE~DA U Z 2 —IZ LV HEAMEH S LNNEZREIE, [ FORHAMEZ®mOLILER’NH D,
Fo, BRFUGET SN A LoFEFICET A FHICHL L, [ FAKEISNSETOMIE, M4
IR OREIR B E N T D USA SCECRB M O SCEE . H D WO X EE G RS WALE Y —
EREIC LD AW A SN T L L bz, T FOMAICHZ> T, IFTORMNTELER
i R SRR ZR I AR R — AU THER T D,

728, WIEHREMEDOMERO SN DRI N TV D TERREGE ] <0 TEH225ME TR TR
IR 2T SR FIHICED L Z 03 H Y . TORRNIITHOEETRETH D,

4. FIACELTORER

I FZERMEDOHFEEBICBO TR T IENTERVERLERFE L UEALTHEE
W, Ln L, EEESCEEHAEEL Y E— g a— L AHEIC L0, SESKS¥EREIE
fHfME L CRIECE 2EMAICITA T LRARSH S, 1 FIXHRIEOTHEHEEZZ 1T T, Y=,
DRI IEPER - 2t T2 D0 THH Z &0 n, Ll - KBUCITHINZZ T 555202 L%
ik LTBMRTIER B2,

FLREEEHIL, [ FAHL ETHRMLEZMTET DIHEREM THY , 5B A F—Fy I T
DARE LI E 2, HEEEORERHEICEM L2 VWL O BE ULIERSNL TN Z L 2B LI
WEIEHT HOMEND S, (2008 4£ 9 H)



=
I. BECE T BIFEE rrreerrermrrrrras,
1. Faﬁ%wﬁﬁé ................................................
2. BIELDARERSEHY - BUEISEE M e
I. BFFICEAT BIFEE rerreerrermrrrrrrirr,
1, BRESLG eeererrrerer e 2
. - R 2
3. R TE LRI T v eee e 2
RRAN X o R 0 0 T 2 F U 2
5. AEZRA (BHARIE) reeeerrereerrenern s 2
6. IBRAZ. A&, BBE., STEB/BE e, 2
7. CASEERED e 2
M. BYRDIZEET BIFE - rrrerrrrrrerrrrmnnana
1. A IRAL AT v everrrrrrrrrrre e 3
2. AR OEEEMTIZEF BRI eeeereeee 3
3. ARG DFERIRERE - eeeeeeemrmmns 3
b, BHINESI D TER Fr v wvvvernnrrnnnmnrsnnrnnrs 3
V. SIHECBIG BIEE rrevvrrrrenrrrrmrmrrrrsrreras
ST - T 4
2. BUEIDEAR e rrerrrerrerreer 4
3. WEBHL. AAIOSHIETHT HEB oo 4
4, BFIDOBIEEGETIZEITAREM e 4
5. HAELE R USRERIE DI TEME - reererees 4
6. fhFIE DERAEI BBIEEMTEL) e 4
7. SR eeee e 5
8. AEMEREYERERIE e 5
0. BHIMDAENASD ORETERER L oeeree e 5
10. BFIBDENHD D ERIE e, 5
11, FRfireremnrrremmrenmmmrensre 5
12. SBAT BETREMED 35 B HRHE - v vvvmmrermmmrnnmmmnnnnnnninens 5
13, AREIBALECTRCHT BER e 5
T4, F - -nveeemmrnmmmmnnnn 5
V. BEICET AIEHE i,
1. ZNBESUIL I TR v veeerrrrrmrrrrmmrnne et 6
. FH/%&UFE% ...................................................... 6
3. BEERERHE +eeererrrrnnrrrrrerr et 6
VI, ZESEIB(CRA T BIEE eeeerremrrnmrrmnrnmaeaeaeaas
1. HEPHICEEH HEAMRTIEEYE s 7
2. ERIBYERR---vnrenene e 7
VI. EENREICEI T BIFE revvrrrrenrrrrrrrmsrrrrniinien
1. MEEREOHT - BITEE 8
2. EEMEREIRENI NS A — B e 8
3. RUR--e e 8
A PP 8
T A CEEEE R L 9
B, HESHeereenrenenne e 9
1 BATEEIC L BRRTETR v rrererrrrrrn e 9

b/

I 2t (ERLOEEF) BT SHHEE10
1, BEREEFOIRE -oeererrrrrer 10
2. BERAR LT DEH (RAEREEL) e 10
3. MEEXEHRICEES ZEALOIEEZDER 10
4. REZERUVAEICEES HFERALOIELTOEH 10
5. BEERERNEEFOEE --ooeeeeeerrrrrr 10
6. EEREAMIBL ZOBERVRLESE 10
7. FHEFER cereeverrerrersermimninini e 10
8. BIERR wreeerrrrerrrererrar e 1
0. BEEADEE - 1
10. BESR. DR, BEBBADEE oo 11
11, INBEADEE e 12
12 BEFRRBERCRIFTEE v 12
13, BEEE v 12
14, BRI L MIEE «vrereremmrerrrrnnrrrrrananee s 12
15. %@1@0)/}% ................................................ 12
16. F DAl reereermmeer 12

X. JEEGERSABRICEET BIHEE ~r--vvvrrerrrrrmmnnnees 13
1. BETBEEER -oooceorermens 13
2. EESEER ccccererieii 13

X. SEHMEEICET BB e 14
1. FBFIR S +ooereerenmrssr i 14
2. ASHEARS UL EFHARE «rervvvvrrrererrrrmrnrranreeneeenns 14
3. BE - RTESME oo 14
4, FHRIEARUN EDFEE - covrererrerr, 14
B, BRIAKMEEE oo 14
B. AIEE oo 14
7. BREEMFE covevverrerrereriinn 14
8. E—FL4Y - BIZNER «oovrvrermereer e 14
0. ERTEAEETE -oeeeerermrerereemmmn 14
10. WEHEHARELBRUKRES oo 14
1. BEREAEUEEFE  -oereerrrmrrmrerrerrrrrens 14
12. MEEREHREM. FERUAREELMED

FEREHRBRUZDEE  coooeeeererrrrrerereananan 15
13. BEEHE. BIESRARFEABRUTONE 15
14, FBEEHARR  creervereererreeremmnin, 15
15, R IEHARIHIRE R (SIS DR oo 15
16, BRBO— Roreerrers i 15
17, ARBEIAAT B DDED - eeeerrrrrrrmrrreererrrnnnn e 15

X T, STHReerererreomrerrrs 16
1. B ST werererrrrrnrerrrrrar e 16
2. FDHDBESTHER:--reevererrrerrreremr 16

X1II. %%ﬁﬂ .......................................... 17
1. I@ﬂ“@f@%j"‘f‘,:{k/ﬂ, .................................... 17
2. M BT DEERTIRIEER - vrrermrrereeeeereennenns 17

X I ﬁﬁ% ................................................ 18

%@ﬂﬂ@r‘*ﬁﬁﬁ*—l .......................................... 18



I. SIEICEYT H1EA

1. FAROER
NEFHTE I THREE] ICREEINTWALETH D,
=R SNEAG T AR IR FE S W T A ki = 2 L, AR Lo Wk IC L

TR RIAIC, TEAS SB35 2 55 120 Z@% (A0 60 4£ 5 A 31 HAF) | e W EEERE L.
EKRINT-HDOTHD,
2. BEOBEFEYN - HEIFRYE
AHlZ=r T (NB), Ex oV (@it), 7270 a v(@FEE). ~oACER). Frr@ik)., v

(1
avXxav(ER, XAV TREB., Y vHE)O 8 MOAERKEGAIDONEIZL VTSI 5HZ
CEAEARBAL LK LB A b L., S OIZARA LS9 UWHBRLIZ L7285 = 2% A B¢
H5b,

2) AFNx, BHEF BRI ZL, BTFE, B7 b=—JE. B, EHEOMEERER. BIEEBICBITS

IEROBEZ AR E L TRTGT S D,



I. A#ICEI SEE

1. BR5E4
(1) M4
= RNEFE T % AL
(2) *4
SANWA Rikkunshito Extract Fine Granules
() A&FOHEk
drit TR IS SN TV 4 Th D,

2. —i&4
(1) 4 (&%)
NEA
(2) A (@RAE)
rikkunshito
3 RTL
7L

3. BEXITRHER
(%)
ABNDOERKITE 8 FEOAIKD =D, FFETDH I LIFXTERWVA, FEETHDH AZHKOD
X/ URRh EHEHKOZY FALY FUMBREREGENLTND,

R, =Glec-2Glc

R, =Glc-6Glc
R1
Xt/ FRb, WA GYFILYF B
OH
4 HFRXRUNDFE
RANDFRETIEL 8 FEDEFD = DFFE T 720,
(%) X/ FRRb (C54Hg92023 : 1109.29)
TV FN T R (C42H62016 822.93)
5. L2248 (MfE)
LR

6. \ERAA. 4. BS. BEES

e S—21

7. CASERBRES
LR



. BT HEE

1. B ENEE

(1) 48 - R
BN BOMART, FRREEFEZA L, WITH <, FW,

(2) BEHE
M ER e L

3) WmiEtE
Wi PETH 5,

4 BRGHER. BR. BER
MR L

(5) BIEEMBETEH
MYMEE L

(6) SERFEH
MR L

(7 ZotoFEiLrEE
AR L

2. AN OEBEHTICE T IREMN
i - HEMRE T FRLETH D,

3. EMHESORERHERE
R TREFHGTZXR | OHZZRTHZ L,
=V, B vay, T Vau AU FUE vaukay, XAV BV Y
B/ u~v NI T 4 —

A BEMHESDEEE
HR TRETFHGTXRA | OHZZRTH T L,
X% /¥ K Rb D Wik~ NI T T 4 —
70 F Y F R D Wk~ N T T 4 —



V. &H|(ZE8d 51EE

1. #ifg
(1

(2)

Q)

FRORA . BRER UK

WS BOMRBLIT, FRRARBEFEELH L, HRITH<, F0,
HE DMt

K HE#EA

BAla—F

S —21(4raiZkim)

4 pH, BEXH. HE,. LE. REOERUREY p HEE
M L
2. HHIDOIERL
(1) AMES (EERS) OSE
Al HET.5g)H, Tt HRAEFLG=XRA4.9g 2507 5,
HE = v ¥ v 4.0¢g HRE + v ¥ 2.0g
HE vy oay 4.0g HfFE TvavuXxay 0.5¢g
HiE 727 Y av 4.0¢g HRE % 4 YV U 2.0g
HE »~ v 7 4.0g BHRE & v Vv 1.0g
(2) &y
RIEA - FHEKFIS, hUERa T Ty v —R TV T r—{bT T
BHImAI : B MK A B
3) ot

BARANA

3. BAA., AOLEBEICHT HFE
BEARRAR

4. HAOESEEFHTICEITHIRER

A BHE L
17 & 7 oE PE*
=R 5 4 LZIE
AN =]
oy el 40°C. 75% 1B | 61 R
RY F Lo =i 5 4F ZHE
¥ 40°C, 75% JwE | 61 H ZIE
k IHH : MRR, MR, TIEEE, X RAEE, TR, JARR

B Bt

AFNL, B LW R 20700 FERIEVARIC T OREERLETH D,

F7.

HEMR(T T R n R F)THAT 2581 RADAROBEICE LD, Fy v 7R Y

WICANTHBEFICRE TS Z ENEE LU,

5. AMZRUVBBREROREN

%4

L7

6. tFlIEDEEZEILL (MEBEFHEL)
MU ER L



1. BHHE

PN Y e

8. £MFMHRE
WAEYRER : B - SEWIREBRIEICHERL

9. HAIPDOAEMKS OHBFRE

10

11.

12.

13.

14.

UV, B s Tay, T Vag, NS FUE, vavukay, XAV AUV
HWEs o~ N7 44—

. HAPOFEMRSDOEEE
¥ % /¥ FRb, kI~ NI T T 4 —
7V FNY F kI~ NTT T 4 —

ballil
A% LR

BAT HTREED B 55D
MUERR L

AREIENVELRFICEAT 51ER
BARMAR

Z Dt
Bz L



V. AEICEY SER

1. BHEEXIEZhE
BEORNE DT, BN 72, AEBLNRONZ, EALT <, EMETEERIHIRTWVH D
DIRDFEIE :
Bx, B7 h=—, B F#, HILAR, KIE, 5. Tt

2. AERURE
WH, R LR 7.5g &2 3ENZoEIL, BETEZEFRMICR RS T 5,
¥, R, SERIC XD EEHERT D,

3. ERERAEIE
(1) BRET—42/,v45—2(2009 £ 4 AUBEZESE)
M L7
(2) ERFRZHE
MY ERR L
(3) FERFEHER  ABMHER
MU ER R L
(4) FRHMAER - AERICERAR
HUERR L
(5) REERIFER
1) EEAILLAITHERGHER
HUMER L
2) HERHER
MY ERe L
3) REMHAR
MY ER L
4) BFE - mENEER
MY ER e L
(6) AR
1) HERARERE - BEERARERE BIRE) - $ERTERERAR (TMREREKRHER)
M LN
2) EBEHBLELTEREFTEORABTXIIIEREL-HBOHE
Y L7



VI. EHEREBICEY HHEB

1. XFBZYICEEHLIILEYITILEMEH
(%) TD1.3 EEXARIITHX] 22BTo2 L

2. XEER

(1) 1EREBLL - ERF

(B%) L - FHIER Y
HWERIAR S DIET LIZ AT, BRRR & BB DEEN D 5,
FIEFSORNERDHF AL, MEKKTENS <. HEICKMFHER D720 | EDIRE
MEZFF 2 26 DITHN D,
FIEEOAE,
O Mix* @ HintkeedE, Wi

BB (T 0 DB OBIR, 1 EHAEO B - 15 T 72 £ ORIE, AR L -
R A S SRRl

KA UEE)  KEEZBRET 22 &, JURIZBEOERNZRETTPEER T, e oRER
FICEDRDERDIE T DDV Fa@mTr, RMEAE, X b gl BHERE, BRICL DR
OWRRHEIC L > TR 2, JERE LTI, [AB20, EFEERE, Ko w, &
AR, NIROT h=—72 &, fi5K3EL LTI, AZ, flt, HE, IWERH DY,

(2) FEMEEFFITLHEBRE
MAER R L

() {EFARIFGR - &R
BN Y A



VI. EYEEEICEET 5IEE

1. mpREOHT - BIEE
(1) AELEDLZMOPEE
MR L
(2) EEhEEDERRS
MR L
Q) HBERBRTHERIN-MPEE
MR L
4) i
MMEER L
) BE-iAFXOEE
VI Z£tE (FALOZFES) ICEIHEBEE 1.MHEER] 0HEZZRTLIZ L
6) BERAGGRELL—LaV)BIRICEYHHRALEEDENBSERESHER
MR L

2. EYLRERK/AATA—4

(1 AVR—=FAVFETL
MU ER R L

(2) BPLEEEH
MR L

@) NAFTFRALSEYT 4
MR L

4) HREEEH
M EE e L

® QU7 VR
MU ER R L

6) HmaiE
M EEe L

(1) mBFEAHEEE
MR L

3. IRUY
PN A

4. o

(1) Mik—RKEMEAYE
HMERL L

(2) Mmi%—iRERRAFIE B
MR L

@) HAA~DBITH
MU ER R L

4) HME~NOBITHE
MR L

6 FotoEE~0BITHE
BMERL L



5.
(1

(2
3
4
(5)
6. Bt
(1
2

3

R R VR BB

MU ER R L

R#I“EEE5 9 5Bk (CYP450 &) D7 718
MR L
PELEESNROEERVZOEE
MR L
REPOFEDEERULE

MY ER L
FEERBYOEER/INNT A —4

MU ER R L

PEitt BR AL B LR R
MR L
HEitt &
MR L
Pt

MU ER R L

1. EMFICEHBRERE
ZEEE e L



. B2 (FRALOEES) ICEYSEAR

ELENBETDEA
PN

. mlmmg& %GDEEEE (Jﬁﬁ“mm’é‘ = t)
A2 L7

C EXEHRICEET SERLDOIE L TDER
V. REICEATHEB)] 22T 5L

AERUVAECEET SERALOIEL TOERH
ARICETHIER] AT 5L

. RERSRNBREZTDER
%M LR

. BEEREFWIBE L EOEBHARVLES &

(1) AHIOFERIZHT= > TiE, BEOFEURE ER) 2 BB L THRETDHZ L,
ks, M AETICBIE L, SER - FTROBEENRD bR WEEITIE, kS 2T

N

(2) $ﬁ iﬁ/fﬁﬁzimfwémf MmigH» v o MERLCIMEEEICHIEEL, BEN
B LN AICIIREETIET S Z L,

(3) mw&ﬁ%ﬁ %ﬁm#& ABlE. BHAEKOBEHICEET D L,

(FH)

(DEFEHEFO LY —J@O@EEfEHEZX 5720, EHEFOEZ F2%5E L CHEHT 250 E R
Al LCRE LT,

@)U HEDIL, TS DEFLFIZERE IS, Lo Tk ARA 2 EH RS
LG CITREICR DT EWERANBNST K 50T, EEMR E L Ciii Lz V99,

(3) )5 = % 2 WH 2 G+ 2 558 1213, BEET 2 KO BINEARNEECH 5 - Lz V29,

. ¥HE#%HR

(1) GtRESETOER
BAROANA

(2) HtHEEEELZTOEA

GERCER (BHRICEET D)

E N g R AR - B 5 ik PR - fERIA
(1) Ao IIEFHA 7 v RAT v HERD 6O T < | 77U FA U F U BRIBRA
2) FIFNL)FUBRUE®D | 85, BTOHY T LYEHEETE
BEZzEHI HHA Fro, BBV U AMIEDFERE LT, [ EHRH DD, MiED
IANRNTF =L BN D, U U LMEDKT MEdE &
(TEKRZ2FEEM ) DEZHR) NDZENBEALND,
(FiH)

BEFN 63 42 A 13 A EAREEREEMN 3REF 185 [TV FLVYFUmErER T HEHRE
S DFARUNZOWT ) 1ICESE . ERRotREEETE LT,

10



. ElfER
(1) BEROHE

AN AL Rt o A 5 D BRI S S EE DS WA & 70 D AL 22 520 L T 7o o JEEBHE 13
AHTH D,

() EXBEIER L DMK

D B7IRRTAVE K8 U LAE, WMEES, 7Y UL - REORTRE, WRIE, (REE
FOBT VAT AEND LOND ZENHLHDOT, Bl (IIEL Y v LAEONES) 1
ATV, BEPRD GNHEIIRGETIE L, V) U AR OFREE DY) 2L E 21T 5
e,

2) SANRF— BEH VUV LMEDOHKRE LTIANNTF—BHLDONLZENHLDT, BEE+
OITATV, DR, DB « RS DB 3580 b NI H A I3k G2 hiE L, U v LFH
DIEFEDOWY L ILE 2T H T &,

3) FF#REEE . |/E : AST(GOT). ALT(GPT), Al-P, vy - GTP HDF L\ EF %4 5 IFHRER:
FLHEROODND ZENH DD T, BEL DTV, BREDPEOONISGEICIIRE %
kL, @ERMEZITO T L,

(Fm)

1), 2) BEF65342 H 13 BHAHEAERKERE®M EEE 185 [V FNL) FUBELERT
B EHES OFERU NI HOWT ] IZESXE# LT,

3) SRR 1744 A 1 BAFEBEL TTEH EOEZ OWETIC oW T IcESX 3 L,

Q) ZDftDE1ER

B

BBEE" | %5, S
HILS Bl IS, RS

1) —OL 5 AR e b bR G 2 PS5 = &,
(FRH)
OBBUE : AFCEENDL =0 Tk b Ebius ERROBIERREN S 5 7-OEH LT,
DL - KA L5 & BbN S LEROBIER SR b 5 7 bk Lz,

4) BEEAINRERARREERVERREERE—E
MR L

(5) EBKE, 66HE. EEERUVFHOAESERIOBEERARRERE
MMEER L

6) EWT7LILX—IZHT IIERUVRERE
8. BIERA 3) TOHODEIMER BEYEl 22T 52 L

9. BlRE~OEE

10. 43R, ER. RIABE~OEKE

— I EEnE TIEAEBEENMET L TV DO THET 2FEET 52 &,

PEAR P O GAZ B 2 ZAVEIIMESL L TWRWD T, i TR L TS aREMED & 5
i NIZIEL TRR LoR RN aRIEE BRI D S HET SN DGR OREETHZ L,

11



11.

12.

13.

14.

15.

16.

IMNREADRS
AN D L AMEIIMENL LTV 7R, [ERRER DS D720, ]

BRRERRICRIETRE
AR L

BEBES
AR L

BAEDIE
Frlo/p L

ZTDHDFEE
BriZ72 L

ZTD1th
BHRZEIWER & gIHERE K OF DX O W T ORFIEHRIT. EERIVEREBBXIG~ =27 v
25 PMDA 7R — L2 — 0 TG RE 9 D15
http://www. pmda. go. jp/safety/info-services/drugs/0001. html |Z CHIE CT& £,

12



X. JFERERSERICEET S1EA

1. FEHER
(1) ZEZhZFEIBHAER (TVI. EHFEEICEHTSEHI 1)
(2) BIRMEBRE
BMERL L
Q) HLMUEBEHE
MR L
@) ZFohoFEEHE
MU ER e L

2. SHHER

(1) HEHSESHEER
MBI L

(2) RELRSSHEER
MR L

Q) HEFHFLEEMHER
MU ER e L

4) ZFotoRn=tE
MR L

13



X. EEMERICEYSEE

1.

©

HREXS
AR

AR I ERRAR
EHBIR 54 MHERR)

fri& - REEH
Wil Lo V0o T, RIS L, B EEERT IR LW E ZAIRET D 2 L,

EEXmMF N EDTES

(1) EBRTOEMYHKELIZDOWNT
Briz7p L

(2) ERXRHBFEOIE (BEZFICHETRASWASEES)
AANIIBYEDN BN O T, BREHZIIEICEE L, BEEOBWAERICRE T 5 X HHE,
DR (T T AR a R Y &) THE LSS, BIRICE D ME0L b a2+ 5720
RATHHZIZBEIC, Fr v 7RV B AN THEESEICRE T2 80REETHZ &,

EBEMF
A% L7

a%
500 g (R28)
2.5g X3004 (5H)

BHROME
TV A
RY = F LU gwE

B—Rk5 - FxhE

F—=AXREFHTXAG (KA HLEK)

7 T > TRB T ARRL (7 7> 3Kih)
a X a—REFGT X AR (ZINKBR 37 i3K)
Y T RT3 2 ER () (Y L7)

EERESEA B
B4R

10. HERTEZFABRUVERRES

RS AR %ﬂa 1986 47 A 18 H
& PR : (6B1AM) %5 3609 &

1. EmEENEHEEAE

1986 4~ 10 H 30 H

14



12. ZREXFFREMN,. AERUVABEEENFOFEABRUEOART

BRE AT RO
2014 - 4 A 7 HAR O FFHGAS F@m A BEPRE RS OERB A B E 2 TRhaesh R %4 M
—DORBUZ LT,
L2014 4 4 F LI >
BIEOTHNE DT, BN, BEBLRONZ, BT <, BMETEEAGBZRLTVHD
DIRDFEIE -
BH&k, B7 h=—, HTE, HELrR, BRAK, 5. IET

201443 HFET>
i, WXECTHBICELEEDSH o T, FEALT VD OO ROFEIE
BHEEE 2L, B TE, B7 b=—fE, B, EHEOWECRRE, BiEE

13. BEEHR. BiMEKRAREABRUZTORE
A R AEFEAH - 2014 CERR 26 45)4 A 7 H (GEERAER 0407 55 1 5)
FRREmAL R 3L UWRF2HFE I BA DO ANAETOWNTIUCHEEY Ly,
(P Al B BT A B IC W TCIIRTEA B R OE)
14. BEEHARK
PR
15. HEMMFIBREELICEET 51ER
AN 5 IR OHIR 2 32 1 72,
16. £fEa—F
IR 74 e | RTINS AL o\ e e
SRAETBzs g | CTOMES | e o o | VBT PERAR
200 g 110562901 5200141C1047 615101310
300 43

17. REREHLDEE

HlzZe L

15



X1
1.

. X

51 AAXER
1) BHREEZ o EARE =27V (RERESE & EARAD)  SERREE 361(1996)
2) fEFEN BARREESSRE  EMEOTLOOEFEYTX A N HiLkE 40(2009)
3) MFHEE  BEHEMEN Y BEIIES 22(2005)

4) [EFERR, KHEARR : AXNT v T O DOEFGEOREESFE LA
5) fEEEN BARMEEZSRE : EMEOLOOEFEST XA N FiLE
6) HARERSH : EAEROABC EERT 14, 29-31(1992)

34-37(2008)
124-129(2009)

2. EDtDBEH

BB L

16



XI. 3E&H
1. EHNETORTRR
EARBNANA

2. BHCEIT HERERIRER
AR

17



XI. {#E

ZOMOBEEEH
A B L

18



	表紙
	ＩＦ利用の手引きの概要
	目次
	Ⅰ．概要に関する項目
	Ⅱ．名称に関する項目
	Ⅲ．有効成分に 関する項目 
	Ⅳ．製剤に関する項目
	Ⅴ．治療に関する項目
	Ⅵ．薬効薬理に関する項目
	Ⅶ．薬物動態に関する項目
	Ⅷ．安全性(使用上の注意等)に関する項目
	Ⅸ．非臨床試験に関する項目
	Ⅹ．管理的事項に関する項目
	ⅩⅠ．文献
	ⅩⅡ．参考資料
	ⅩⅢ．備考

