2021 4 7 H kT (B 7 hfD) B AR S EE S 875200

EELRA AR Ex— 74— L
H AR B AIRT 2 O TF G a8 2008 [ZHERL L CTERR

-

=SB REE B T it
G Ar M is DE Ly ks )

SANWA Bofutsushosanryo Extract Fine Granules

(S —26)

#l i HIRLA

HAOHE S L

[HH Rk]

Adh 1l HEOg)H, T HRREER XA 5.4g 2507 5,
Hfm b A l.2¢g AR ~ # v l.2g
HRE v 7 v 7 1.2g Hf # A4 4 v 1.5¢g
HE v ¥%¥a2v 1.2¢g HfE K& 9v3y  0.75g

H &g - &8 E AR ¥ v ¥ ¥ 1.2g AR * % 3 v 20g
HE Lo X3 v 1.2g HE Ex2zvaY 20g
HE ~ v & 1.2g Hf # v vV v 2.0g
HE vavXxavy 0.3g HRE = v = v 2.0g
HR 7 4 A 1.2g AR & v = v 2.0g
ARy N~Ahouoo 1.2¢g BR 7 v & * 3.0g

_ i % i BIREER (RY 7 oY 7y aviy)
¥4 : bofutsushosan

HERTARERA Bl R e KGR A H 19864 T7TH 18H

Xl E # U #- A L AE H B ;1986410 A 30 H

% 5 £ A H ¥ %2 4 H H 1986411 H 1H

A% - MERT @A) - | e - =M a K KX 2R

% - RERit4

EEERIBLEDOERE -

BEES - FNES

& SRR S AR
MUhEadhreEREO TEL 03-5843-5441  FAX 03-5843-5444

ATF 132018 4F 2 AUGT (B 7H) DR SCEDRHIIA S EER LT,
BB OWA SCEF T, PMDA R—AX— TEESICET 2158
http://www. pmda. go. jp/safety/info-services/drugs/0001. html |2 T ZHER < 7Z Wy,




I FRHOF5IE OBEE — B Amb A2 —

1. BEEA VUV ZE a—T7 3 —LERDOBRRE

R ARG OEARN 2B E®R & L CEFEHERMRMICECT, RAEXEEK D) BAH 5, &
WL CEERT « SRS O BRI FH 0N B F B B 72 [ 3K 5 oo 3 1E i F I 2 76 3 2 BRI i,
WA SCEICREE SN B R E BT 2 LIS E SRR L ERGERH 5,

PEIREBLY; Tl Y EEE R IZ OV TR E O EHEF R Y FHF ITHROBINGERSCEREL L TF
WAEMTEL THAL TETND, ZOBRICHLEREREMEENICAFETLHEOOEHRT A ML TA
VA a—T F— ADHE LT,

BAFN 63 4RI B ARBERRAIM S (LA, BIWEEIET) FiFFE 2 /NEESD TEERLA ¥ a—
T4—25] (LLF. I FEBT) OMBEMTIEONNC I FREERXE2HE L, Z0%., EREEL T
WM BFE T ERLEFR=— XD &2 2T T, Fk 10 4 9 AIC BREPINE 3 /hERESICBW
TI1FR#iEEodiT™MTbhl-,

FUZ 10 423800 U728, EERMEHROAIY T Th HRIEpE VT Th 5 KR O AR,
WHNZ & - THEE  BIRBEIIRES B LI L &% T, FaL 20 4E 9 AIC AR KERERER
DBV TH 72 1 FRrldl B Em»wE Sz,

2. IF&ix

[ FIE TR SCEEOFREZMTE L, HAMEOEREFTICE > THEEFICLE e, BIRLO
i B B D T2 D OIFH AT 3% G O 72 OFE i FHH O 7o 60 O B 3E 5 O EAE FH O 72 0 DR
FEWRBE T T OdOFERENEN SR AN ERN O ERLMEHE L LT, BRENEHRE
EERE L, ARG O 72 D12 Y% 5 O T ITER M O 2 K L T2 ZIFE R & A7
BT BN D,

7e7E L, HEEE - BEEAEREREICED S b o, MIEAEORANS ) 2 BT 2 b O K OFEAIA
B O ASFEAM « FIr - 2T N EFHEIL ] FORBMERH LI R L2, S0 Z 5 &, BIRAEND
Rt I 2 1 F i, EKAIRTE & 235500 - B - BRREIC T2 & L b, RERFZEEZTLHHDOLEND
WMEFFOZ L ERIHEE LTS,

(I Fok)

OHMITA4H], EEXL L, FRIE LTINS FUEOFIR(KFIIFRLS) TedE L, —ahly &

T 5, 2720, IRMSCETHEE - REEHWESAICE, ETEATEINCHI D LTS,
@I FRRBBEHBEICESEER L, FHBEAITT Y vy 7K TRET 5,

@FMOFHEITH — L, BRIHT CTHHEERD [T FRHO TS EOME|] OLXELHT Db

DEL, 2HICEED D,

(I F DERR)

O T FIixFA e UTRA O S&EER (NWAAL AL A ITEREn s,

@1 FICRET2HE K OESNI AFHENRE L7z 1 FRldiEmICELT 5,

QORI TEONR LT HED I FOESIIR > THERFRNAZHENS,
ORIFEDEOMEEITET 5 b O RIS EORAEL ) & BT 5 b O K OFEA % 13 U D EFENE

HEB DM - B - BT REFHICOW TR SN,
©® EFEMLA ZEa—7+— LFaEH 2008) (LAT, [T FAlsEeH 2008) SM&Ed) 12X D 1ERK

SN T FiE, ETEAETORMZEARE L, LEIZS U TEAMMPEFEE (PDF) 25 E

LCTHERT S, BETORRZIMNAETIERY,

(I F D%4T)

@ ['1 FF#EEE 2008) (X, Fak 21 4 4 A BRICAR S Lo fEE LN O & 72 5.

@ LFELM D EFmIZOW T T T F ARl B a8 2008112 K D FERL - RIS D b O TIEAR W,
O EOEEOUET, FEARM R UIFFHMmASE R (WK 23 AFR S L7z e 500 QN b E O
ERERR I, LT RENEDPREL LD GAIT T FRBGEIEN 5,



3. 1FOFBIZH=-T

(1 F RO EE 2008) I2B W TIE, RO EIIMRIC L 2K CoOREICE 2, PDF 774 L
IC X DEFEARTORMAEARL LTS, HRAFIHT 23EAMIL, BB SR L CRHIHT
52 ENFEAIT EREETO I TREICK > TEMSEIZS U TMRICERY TORMEAEBEL TH
fwnwz ekl

B RO T FIT oW TR, B3 5 R A 5 S O 238 i R R AR TG AR AR — A —(TH
HIGFNRESN TN D,

BRI TEEGA P Ea—T 4 —LEROFG & ) 11 o TERL - 8292528, 1 F OFUR
EESE A ERBUIGICARE L TS ERL T FERRFICGEE LV EFREIC OV TTRIEREOMR
HEADA L F 2= IZ IV EFMFEALPNELZRESE, I FOFHELZRmOLILERNDH H, £,
BERFLGT SN A EOREESICET 2 FHICE L X, [ FARGET SN S T TOMIL, HiXERM,
ORI NS 2 AT CERLB I O RS & D WX EER N EREREREGE - AFIC X
DIERFIEEE SN EETHE & BT, 1 FOMAICH T - Tk, ol DU S0 4 [ 3K 0, e 2a 1
LR — A~ — U TR 5,

B, WIEMHASCZEOMAEO SNSRI EIN WD TERAE < (s ETORTRN
BT 2B ZIIARFHEICEDD ZERH Y, TOBRBWICIEHYBETRETH D,

4. FIACELTOEENR

[ FEEAMEOBFEESICBOTRDT I ENTERWVERMLEFRFE L TUEH L THE 2,
L L, MEESCERAERL Yot —y gy a— REIC L A28E0IC L | RIS 33 E 8 S L
LCHRETEZAHEIITAT ERALND D, 1 FIXBREORHBEEAZIF T, Y i%ER L O REKA
ENER - RET 5D THLZ b, Sl - REUTITHNZZ T I52 B/ R0 L 2RMLTH
M7 TF T B 720,

FEERET [ FROSETHORMCELZMET 2HEREM THY | 5% A V4 —Fy N TO
NBRE LB E 2 HREE OISR L2 WL 9 BE LERESN TWD Z L2 HM L TERA
EHTHOLERD S, (2008 429 H)



B
I. BEICEHT BIER e,
1. Eﬁ%wﬁﬁi .............................................
2. BIEDARREERY - BUFIEAAGEEE e
OI. ZFRICEET BIEE e, 92
1. lﬁﬁﬁ% ............................................................
2. —HBEAG e
3. BEETEULRIE Theorrrrrerrrrrmrre e
4. ﬁ\;i&uﬁ\;% .............................................
5. ﬂ:-’?% (fﬁ%;’f) .............................................
6. 'IEFE‘%\ %“%\ mﬁ%\ EE%%% ...........................
7. CASEIEED -roorrrrrerrrrre e
I. BESICET AEE e, 4
1. WPIRAEZEEIE TG < veeeermerrre e 4
2. AMEAOBBEIETIZB BRI e 4
3. ﬁ?ﬂﬁkﬁd)ﬁ&%ﬂ%ﬁ%ﬁiﬁ ....................................... 4
4. ﬁ;ﬁﬂzﬁ\g)i%;’ ............................................. 4
V. SFICEAF BAIEE - oo, 5
1. Bl ceeeeerereerre 5
2. BUFIDHARE -weeeeeeererrrrrrrmm 5
3. HOEH. ARDMEITHT BIER oo 5
4, BEIDOBIEELETIZEITAREME oo 5
5. SELER URMBBR DR «reeerrrrrrrremrrremennnn 6
6. 1FIEDEALI RILEMELL) oo 6
T, ERHHPE -oeeeeerrrmree s 6
8. HEWEABYSRERIE  ceeeereeeeerereereennneeenen 6
9. BHIEDENEDDREDRERE - vvveeererrrrrrinnnns 6
10. BIFIRDBEEDDERE «ooeeevrrrrrereeresiiinnnin, 6
11, JUE eeeeervrreeeememnreennnrer e 6
12. ;E)\j—éﬁ"‘ﬁlénlio)%é%ﬁ% ........................... 6
13, AREFEABELEBICET HIER e 6
14. %0)1& ............................................................ 6
V. BEICEET AIER e, 7
1. ;:)Jﬁbxli;w% ................................................... 7
2. Fﬁ;‘f&Uﬁﬁ% ................................................... 7
3. BEERREHE «weroveeeeeermmrnmeessmmnmeemnnnnen s e e 7
VI SBR[ RE G BIFE veeerreeeerrerssnsnsnnns 8
1. EEPHICEEH B LAMRITEY B 8
2. EEFBEF oeeeeeeere 8
VI ZEEHEEICBE T BIFE vveeerrrererrrssneenennnns 9
1. MAEEDHER « BITEE e 9
0. EEMSEREIRYINT A — B creerrrreerneee 9
3. HRUT -eveererereeernr 9
4. fj\*ﬁ ............................................................... 9
B, RHE oo 10
6. HEHE <o 10
7. ﬁ*ﬁ-%(:&%ﬂ}%i@ ....................................... 10

=
i 3
by

%t (ERLOIES) ICEYHEE 11

1. %%W?&&%g)}im ....................................... 11
2. ERRBLEOEH (RRIRESZST) e 11
3. MREREFHRICEET SEMLOZIRE LT DEH 11
4 RERUVREICEEY SERALOIEEZ0OER 11
5. 'EE*&%W@&%G)EEE ................................. 11
6. BEEAEAMIEL TOBARVRESE e 12
7. FAEMER --ooeeeereeme 12~13
8. BIMERR ---rreeereermmis i 13~14
0. BEEAMIEE oo 14
10, $EIR, BEWR. BABEADRE 14
11, INBEADIEE 14
12. Eﬁ,‘**ﬁﬁﬁ%(:&[ftﬁggﬁ .............................. 15
13 ﬂ%*ﬁ'—j—- ...................................................... 15
14. iﬁﬁﬁio)ﬁ;’%“ ................................................ 15
15, ZDMIDIEES «-ovveermreererermmsmeameraneeaanaaa e 15
16 %0)1& ......................................................... 15
X. JEPEERERERICBET BIFE werevrrrrerrrrrnennnens 16
1. BETEERER «eeeeererrrrrrr 16
0. EEMEIRER «eereeerrrreerrenanrnn s 16
X. BEMEFEICETAIEE e 17
1. FHEIR S ceeeeererrrmmmmmn 17
2. ﬁ;ﬁgmﬁx‘i{ﬁﬁﬁ%ﬂl}ﬂ .................................... 17
3. BPSE ¢ fRIEEEME oeeevreeeee e e 17
4, BEIEARDNEDTE S oooveerrrrrrrrrrreere, 17
5. %E{J‘%ﬁ;% ................................................... 17
6. AL e 17
7. BRBEDIIE -oeeereveeeereeamnrenenenanneee s 17
8. ﬁ_ﬁkﬁ\ . ﬁ;jj%*': .......................................... 17
9. E'ﬁgﬁigﬁa ............................................. 17
10. BERFADEAARUKBES oo 17
1. EBEBUNEEFE  coeeerrermrermrrennrens 17

12, SEERIFHPEM, AARVAREEEMED
Q-:H E&U%o)m?éﬂ. ................................. 18

13. BEERR. BIMBERAKREABRUEZNORE 18

14. ﬁ%ﬁ,ﬂﬂﬁiﬁ ................................................ 18
15, BREHMFIRERRICET HER e 18
16, BREQ— K ceeeeerrmvsnnnnii 18
17 1%'}%%317}-J:0)5I%“ .......................................... 18
X I, ST, 19
1. BIFASTHEE +oeveeverrrrrmmsrmrnn 19
2. FDORDSEITER +-reveerrrrerrerrr, 19
XIO. SFEEFH - 20
1. IE%E—CQ%%;{*;‘R .................................... 20
2. HEIMZE 1T BEGERTIRIELR < eoveereeeererrerreseennenes 20
XI. {BF e 21

%0)1&@&15&:&*4 .......................................... 21



1. BECEHY SEA

1. BAROER
PrEE BT TERR] ISR S T TH 5,

=Fn BhEGEERECEE T & AR R BRI FE DN T AL B K R = 3 A UL IR Lo WKL I L 7=
BFRAIC, TEAR SRR 2 54 120 5@ (FBF0 60 45 H 31 HAH | IV IERFE L, AR &
~HDTH D,

2. HEDBRFH - REFHIFE
(1) AFNEZ xR v 7Y 7 (N BrFav 0I5, Yooy (ET). borFa v (i),
Ny JGERT) . vavkav(ER) ., FAHA GGR) . ARy 7 ER) . AT () . &1
AU (R BAKRT V2 v (&), $Xa v E, Exry=aY (B, 1Yy (HE), 4v
TG By a v FE), By EXEA) O 18 EOARZGHOMEIZ L VIESIT S Z EE K
A& UOKRIH L7eg = 2B L, & IR LT WMIRLIC L7 =% 2 /A TH 5,

(2) AFNIAERE, @i, &EEm, FRE, B BBICkT JIEROUGEE A E LT
Ehd,



I. £%(CE9 %EB

1. 54
(1 ™A
=R BAJEGE B R X AR
(2 #*4
SANWA Bofutsushosanryo Extract Fine Granules
Q) LHOEXE
I TEBRR] ICRESHL TV AT TH S,

2. — {4
(1) % (84
195 JL ek HE
(2) #*4&(@a%iE)
bofutsushosan
@) RTL
mL

3. BEAXIIFHR
(5E) AROFMDE 18 MOAEIKDT-ORET HHFITTERVA, FETHLIMER D=7 = R
VERERED ST N LA U ERERED T Y TN F U ENEGENTND,

CHg
| gle-O O OH
HOCHCHNHCH 3
“‘ COOH
(0]
IJzKRyy -SFiavirdy

¢ TJUFL)FUB



4, HFRRUHFE
AFNDERS L 18 FEDOAEIKD - DI E TE AW,

(3%8) =7 R (C1oH1sNO  :  165.23)
- aviA v (C21H18011 @ 446.36)
TYVFNI T R (Ca2 He2016 : 822.93)

5. k¥4 (@4ik)
DR

Jn
B
Jn

6' .Iﬁm%§ E“%‘ %%§
LT 0 S—26

7. CASERBES
PR



I. HMESIETSRE
1. MEBLPHMEE

(1) 58 - K
HPoBOMRT, FRLGEFEZA L, KRITE .

(2) AfEk
AR L

Q) WiEtE
WM T D 2,

(4) BRGBR. BR. ZER
R L

(5) BEMEEMMER
AR L

(6) SEHE
R L

(N EF0MDELREE
EER R L

2. AMESDERFHTICHETIREM
Eif - BELRETIL 5 FRILETH D,

3. BUESOHEREERE
HE TPhRGEEH X 2| OHEZRT5HZ L,
roX, VX7 Y7, BrUFay, vy, LXau, Ao, Yavukav, A HA,
NIRRT, RFT, AAF T, FFavy, Bxroay Ay, Auay
HE/7u~ N7 74—

HoRE ovay o EMEROL GREMKAL L72 b O OKEKD AR A JR<KL. 09 EMRE> T Y 7 KO
EMEROS (2) 2T 5, )

tyay o EVEROE (FREMEAL L7 b O OKIEIRD AT H R 09 EVERG IV o KO
EMERS(3) 2T 5, )

k¥ D EMEROG OREYKAL L7z b OIS T mitlE (1-3) 2%, FERAET 2 F TMEL |

Bt KEMZTABLERICT v E=TRKEZM %726 O1% A JF<. 09
EMER S TV =7 MEDOER S (4) 2T 5, )

4. BEYRSDEEE
B [BAEGREH T 2] OHESRTH L,

7= R WK~ NTT T 4 —
ST na Ay L Wk~ N7 4 —
7V FNY F R ke~ N5 T 44—



V. S%IcR§d 5EE
1. i

(1) FEORZ., RERUHEIRK
WS ORI T, FRRZREFEEZA L, WRITE,
2) #EHEOYE
KifE : HRWES
Q) BAI—F
S —26 (43ElFK 1)
4 pH, BEXE, BE, LE, FEOBRUREL p HEFE
ML

2. DK

(1) HHES (EHERS) OEE
Adh 1 HEOg) P, TiLo BHRPIMBEHTx 2 5. 4g 25 HT 5,

HF b~ v % l.2g AR ~ 4 v 1.2g
AR v v 27 v 7 l.2g HE % 4 % v 1.5g
HEg v ¥ 2w l.2g HiR MEAKK yvay 0.75¢
HE #+ v v v l.2g HRFE % % 3 v 2.0g
HE Lo ¥aw 1.2¢g HRE Ex7rvay 2.0g
Hfe »~ v & 1.2g Hf H v vV v 2.0g
HE Yavu¥xavy 0.3¢g HRp A v = » 2.0g
AR 7 4 H A l.2g B & v =2 v 2.0g
HfE ~~ERwo7w l.2g HE o v & * 3.0g
(2) &

JRIEA - LA, FUEnas T o7y fimtre—2 TV T —bT T
BmAl - B MK A R

) T nith
FY LN

3. BEA, AADSEHEICHT HER
Y L

4 RADERFHTICEITEIRER

B
" 1E & 1 7 E

. e 5 4 BIE

ya =]

5 & dh 40°C. 5% E | 614 %R
ﬂfUI?[/f/@E E{DBIL 5£|5 ﬁi

i 40°C, 5% W | 61A BIE

SIEH Mk, WERAER. WEEE. TX A5 R, TR, JWKHR

PH &S dn

AFNL, P LR VKR 20720, BRERIZVRICF A REEPLETH D,
o, AT 7o R Y F)THET L5 BRAROBEICE LD, Fr v 7R

WICAN THBEEICRET D ENEE LV,
5



10.

11.

12.

13.

14.

ARER VBRRORE K
BARSNA

i e DREEIL (MBLLHEAL)
LB L

i
LB L

WP RERE
AR« AR - BUEYIREE BRI VAL

HADDOBERS DERBRRE
roX, VX7 Y7, BUFau, vy, LXavu, Ao, vavukav, A HA,
NIRRT, RF T, AAF T, FFav, Bxroay AV, Auay
g~ NT 74—
HoKR ovay o EMERIS GEEVKAL L72 b OOKEKRD AHRIT H R, 09 EMERIE>T R U o A

EMEROS (2) 21 5)
tyvay COEMERS (REUKAL LT OOKIEIRD AL A FKL. 09 BRIV T AEDE

PEROE (3) 235, )

otd o EMRE GREUKE LT b OIS (1-3) 214, BENAETS TN LA
#%.KEMZTAHE LIZRICT v e=T a2 7= O H R<K. 09 &
PERES TV 2 =0 DO EMER G (4) 2235, )

HADDAEMRS DEEE

7= R Wk~ N T T 4 —
8- nai Ay Wk~ N5 T 4 —
7V FNY F R ke~ N TT T 4 —
bt
BARSNA
BAT A e D &H 5 =Y
BAN-2 24P

ARLIEASDELERICET SR
Y LN

T Dith
Bz L



V. ABEICEY HEAE

1. ZhEEXXIEZZhE
fERES &0 DIRETHEFLLTZD H DW=, B2V, RERD 72 EREED © O DIRODEIE
AEGAE, MM ESE, wR R, R, 1BMEE K. BB

2. BERUVAE
wE, KA1 H9g & 3EICATIL, BEUIRFICHEARET D,
ks, ARlm, JERIC KV EEIEET 5,

3. ERPRALIE
(1) BRERT—4%/3y4—2(2009 £ 4 ALBERREB)
B2=R02NA
(2) EEERBR
EERR L
() FERARFEIERE . ZEMHER
EERR L
4) BHENHER . HERGCERHER
EERR L
(5) HREERYHIER
1) |EALATHERICHER
MR L
2) HBEER
MR L
3) ReMHER
MR L
4) BE - RERHER
EERR L
(6) AEMEER
1) HHARERE - BECARERE (BHIRE - WERFRERER (MREERKER
ML
2) ARBEHLLTEEFTEOARXIIEREL-HBROBE
B2=R02NA



VI. EMREICEHT SHEA

1. FEPHICEESHSLEMRILEME
Z#) T1.3 BEARERER] 228502 L

2. R
(1) {Em&RLL - (EAHF
(%) G- EEERV
I OFEFE Uiz, BEICE TR el Uy BB 2 ol (i Lo Keti 2 2 L, RS 5 Tl
KK THD, BNORTE, K, BEREN) oW LICRETHY . BRWEH T HEHIE N,
@ EA. BT © HRIE, FIARH BT, HUILH

X ORIKRD V) KPR E 9 F ARERT S FKDMEN LIzRE& 2 /K OKFE) & IFUY,
INEYEET DOV LM ERKIE &R, T3, IGE, (Elt, B0l 2 ERdH
%o FIKFNE IR PRAE 7> & O BRI Z LE L AKOKR D EDOLDITED L IR EZ I

T)ERRY KGORVBRNEZAIZIIME L, 2925 L ZADGITHIRIC L » THERRT
DA B0 Y,

(@ EHEEMTSEBAE
BB L

(3) e FISTN - BN
LR L



VI. EYEREICET SEA

1. MAPREQHD - AIEE
(1) BEREEMGIPRE
R L
) EELPRERERR
R L
Q) EBmAHRTHRINhfMmPRE
R L
(4) rhiEiE
R L
5) BE- fiAXORE
I 22t (EFRLOZEESF) ICEYSEA 7. #EMERA 0Hz2RTL2L
6) BRE(KRE2L— 3 )@k YHEL-EDENSEEHER
R L

2. EMREERMNTA—4

(1) IUR—FAVFETL
YR L

(2) WAGEETEH
YR L

@R NAFTFRLFEY T«
YR L

(4) HREEEH
YR L

® YUYF7IUR
YR L

6) HHEE
YR L

(1 mEEAHKEE
YR L

3. RN
A ER R L

4. »

(1) & — fRiBS F9:&:8 %
R L

() m%x—REREAF &AM
AR L

@) Eir~0BTHE
R L

4) HME~DBTH
EER R L



()

5. R

(1)

(2)

@)

(4)

()

6. HEit

(1)

(2)

@)

ZOMOBBA DB
LR L

B ER AL R R B R RS

EER R L

KRB 55 HEER (CYP450 3F) D 3 FiE
R L
PEEEHROERREUVZDEIE
R L
REDDOEFHOFREULE
EER R L

AR OEERI/ NS A —F
R L

PR SR UER
BRAER R L
ptt
BRAER R L
PR
BRAE R L

1. BEICE BREE
BRAER R L

10



I. &€ (EALOZEESF) ICBv45EH

1. EERBRLETDER
ML

2. BB LEZNER (RAEERZEE)
Y LN

3. PEERFZHRICEHET SHEALDOFELTDER
V. BEICEETHER] 22152 &

4. BERUVRAEICEET2HEALDFE L TOER
(V. ABEICEETHEH] 22552 &

5. HERERAB L EDHER

EERES (ROEFICIXEEICERETEE)

(1) FHl, BEOHDLEE[ZNODERNETIBZNANH D, ]

(2) HIHEOETEBF [RFCRE, BEApug, o, EE, @, E, TRERbLbD
ZERDHD, ]

(3) BEAIR, Hl, IEMHOHHBE[ZNOHDERNE{LT2B8EWNH D5, ]

(1) HBEOEFH, FELIAENOEZTWHREEIERRD b3 <7, ZOERMAHETR
SINDLIBENDLD D, ]

(5) FITHAOE LWNEE [BITRE, 2HMNBEERLLDbIWIBENRH D, ]

(6) FRLME, DIFEEDIERGROEEDH 5835, IZORFREOH 5 BE

(7) EEJEf IfUEAE D B

(8) BMEDEEEDH D EH

9) PEREFEOH D BEHE

(10) FURIRESRETTHESRE D B
[(6)~(10) : 2 BOEBRNVERPELTI2BEZNNH D, ]

(BRH)

(1) AANTEBSINTWAEA A TX, T, EOHHHBEEICRGTE L. 2R HDIERNENT S
E%Z"L?ﬁ‘&) % 3)\4)\5)\6)\7)0

@) AFNIZFA A Y, WAKFRUay, Eyay, ErFav, hUF v FUREEINTND,
BIEOETR RBEICRET DL, TALOERNPETEBENANH D D900

3) AAlZIFEYF 20, bUF, v FUNREAINTND, BEAER, B, IBH0OH 5 BE RS
T5E, ZNOSOIERBELT 2BZNNDH B V090D

(4) KENZFHAA AT, Byay, ~FUNREEINTWD, FkEOEFY, HFLIEKNDOEZTWD
BECHRETH L, ZNODERDENMT 2B8FZNRH D, $7-. v 4 7ITEENLERREAE
HTH 0 FHCEEIELCHBERE CRIER SR Z 0o 90.9.0.0]

(B) AFNZEHEIN WD~ VI, BTERZET D, Eo TRITHAOEFE L WEZICERETHLEH
WCRITRIR L, BITR%E, 2FNIERH bbhsBszhnd s V0900

(6) ~(10) AFNZEH SN TWDLYA V1T, REMECTIRICEEERARN A7 = N VR T V
HaA REEATEY, 2RO T 5 RIR, B M0k, B8 E EA RiTFE %, JRkEE 2 &
7ﬁ§ﬁfﬁ‘§‘5ﬁﬁé‘l‘$7§§§)é 3>‘4>‘5>‘6>‘7>o

11



6. ERELEANIE L ZNEHRVLESE

() AFNOFERCHT- > CTiE, BEOE (RE - ER) 285ELTRETH L,
¥, lmE o IBlEE L, JER - FTROSGEENRD IR WAL, ki 5 2kET 5
k.

@) AANIA Y UBREENTHDEOT, MiEH Y 7 MESCIEESIZH0BEE L, BED
BN HAIIEEEETIETAZ L,

(3) Vv v ERRMAIOREMZERE (L X5 EMUR)ICEY . RIBOAFRT ., #E, O'bA, B,
PZE % (85 IREIREAREEALIED S S bhd BTN b 5, EFESGT 2855 1CH- L. Y
FILZ CT, RIBNREIFHEOMEZITO ZENEE LU,

(4) OB HFUASGEZIRT 255813, GAEROERIIEETH L,

FAF U EGHRAE ORI, FRCEBRT D2 L,
(5) XA A TOETEMAIMEAERRD HNEDOT, Ak ARICEETSHZ L,

I

)

Y|

(#ih)

() EFRABS O &0 ~BOBEMM &R 5720, BHEFOE 2N & ZE L THAT 5 B0 %Rk
LUCRH LT,

@B IFERICb DN, £72%< OEFLKFICEESND, Lo T % ARK 28575
Bt 7e SR EIC 2 0 2 S RHEMABST <25 0T, EERE Y L TR L 0000,

(3) 7K 30 4F 2 A 13 RAPREAF @A B - ARTEA AR R 3 e A AR JAEZE 0213 55 1
[ LR ] OUETIZHOWT) IS L=,

(4) By =% ARF 2 AT 2 /AT, EET D RO BN KT H 2 7= el Lz 0907,
HAF IR G725 2 L TRERR BN < 725 O THEEBE O/ O Fr i L7z 99
7

G)AFNCEH SN TOD XA 4 TR FIER S Y, HIBES (D) THBETHREZ VT Vo T
Eﬁmﬁo)f: &)ga%t Lf: 4))\5)\6)\7)0

1. #HE/EH
(1) GRS LTOER
ML

) HRTFELEOEMH
BREE BHRICEETSCL)

® Kl 4 % BRATEAR - HEE 15 B - fEBRA T

(N =AVEBFHA RHE, FEFHEZ, HIR, B, 2 | QB RRMER AR S h b
@QxT7x R VEEEHA HRAOE, BHEESER b b | ZERnBE2 b5,
R E/ 7S UBILER KT LDHDOT, PET HEER

(MAO) HEH BT 5Z &,
(4) AR BREH

Frx

VAFr=r
G)AFa—N7 = UEH

T RLFU

AT LI
6) ¥y F o REE

THET 4V

12



o7ra 74 ) v
MAhoIHEEEAE BTV RATa U ERND LI 7 ) FNUF UBITRME TO
QOFT)VFIYFUOBRUEFDIE | o< b, £ BBV LM | AV U AHEMEEER NS 57
HEESETHEA JEOFER L LT, S43F =035 | ., MDDV 7 LEOK TR
LT 25, ([ERZEE| SNDZENBEZLND,
1 OESMR)
(FRH)

KRNI~ AT ED Y UNREAINTWALED, ~4F U DY VOFHEREZZNENiEEHE LT,
<AL T, ~ A U= 2AEHRAOFIERE R CERS 49 H 8 Bff H37T&k) 255
FE L7, Ay OB L CIEEfS3 A2 A 13 BN EAR B RREM  HEE 1585 [ ) F L
UFUiEEEZ AT HEERL ORI ONWT ) ITESEFIH LT,

8. Bl

(1) BEHERAOME

AFN A Rl b A 55 D BRI JE AR L 3 AR & 72 D A 2 F3ht L TR Tash, FEBURE
IAHTH D,

(2) EXTEIER L DHER

1) FEMEMS : B ik, PERIREE, IS0 RBE (RE5) S8 6 b b Haix, AFlo
Bl ik L, 00l XS OB % Fhid 5 & & ISR BE RNV Al OB 4%
DGR ILE 21T 9 Z L,

7o, A Wk, MERREESEN S O DN TEEAICE. ARORAEPIEL, 272 bIoEE
THEIBFIX LEEEITO 2 &,

2) B7IVERTEVE : K47 ) v AIMSE, MEER, 7Y 7L - (RO, HIE, (RER

MEDOET IV RATa JERH HbNDZ ENHLOT, Bl (ED ) v AMEOHIEE)

EHIATO, BENSRO NG AITESETIEL, B U AKIORES O] i 0L E

179 Z &,

SANRF— KV VU AMEDOFRERE LTIANRTF—DBHLDLNAZ ENRHHDT, Bl

FTAT, B, DU - BRB O BE 2R oG A Ik G52 IEL, Y Y

LHN O EHEOMEN R E 1T D Z &

4) FFi#8EEREE., #E : AST(GOT), ALT(GPT), Al-P. y - GTP ®% L\ RS A 4E ) PR
HEFEE, JEAH LN Z NG HDT, BEE 22TV, BENROLNEHAITIT
Beha ik L, UL EEITY 2 L,

5) BRIEEARIEILIE « REURGICL Y, IBHESIREEDRS H b s Z L13b s, BF. T, &
Fb, MRSV B L H O b a, UIERMEGEC 2> 5 i3&x 52 F ik L, CT,
KIGNRBEOMEL FMT 5 & L blo, MURAEEZTY Z &, Z2d, BHE ORI
FEoTHEG b HE SN TND,

3)

(BiH)
1) ik 164 A 1 BEFEERERGHRESERS [THEHEOER] OUGTIZONWT] IS
FhEk L7,

2). 3) BBFN534FE 2 H 13 AfHEAL KR EEMm
OB HOWT] IS EEH L,
4) K 1348 A 20 HAHZ T, ZOMOBIER THIE CThozb oz ERARFEIER [FHERERE,

13

HRE 168 5 [7) FN) FUrrFEeafdoE



FE | BT BESGT L,
5) ARk 30 4F 2 H 13 BATEA @A ER - ATEs AR ERL SRR EEm  RAEZI 021355 1 5
[T EORE ] OBETICHOWTH ICHESEZH Lz,

@) ZniunEl{ER

BHEE R

B R R | RS S
BEEAER AR, FTE%, FR, B, 2R, R
H Ot #+# BACRIE, AT, O, R, M8, R, R
@ R = HEIR R
H1) ZoOXHIRERRS b GEIIiEEE2TIETH L,
(FH)
DiE#E CARFNC L B E B s FERROBWER®RENH 7= LT,
QBEBMRER AANCEENDI~ADVICLD EBDND EEROBRWERNRS L d Z ENH H7- D
L7,
O@Hfbas AKFNCEENAT Yy By ay Bk AL 4T R EAKRTY g T,
~A LB EEDND FRRORWERRE NS 57-D50# LT,
AT AFNCEENDATICLD EEDONAREESEN S LDOND ZENHH D L
7=
4) HEHBMNEERRREERVEFRREERE &
HYEEe L
(5) EBKE., AHE. EEERUVFHOARSEERIORIERRTEE
Y EEe L
6) EBM7LILX—IcHT HFERUVEERE
8. BIEA ) Z0toENER BBEI 22WT 52 L,

9. BlE~DRE

—IZ il CIIAEBRRENME T L TW OO TRET 2 HEETH 2 &,

10. #E4R. EiR. RIBF~AORE

(1) 0 TR LW D ATEEED & 2 I NITITES LW Z EREE LW, [(RACEEN XA
AU (FEIHEER R OB BN O FRIMAER) . BoKAR T > a v (FEIEEER) 12 X0 iR EDE
BPER® 5, ]

@) AT OWmNITEEIIRET D2 L [(RANCEENDFXA AT THOT b T X% ) VFHEENEE
HIZBITL, AROTHEZEZ T2 L03d 5, |

(2%5)

ZAFD o BBRST 45 H 10 B 20 RERHMEER T4 A4 40K - Bk~ 7 %> 7 ARAAl %%
BEL LI,

KA a . HRG648 A7 BAE 18 RFRHlfER THEEH MU v A 225 L LT,

14



11.

12.

13.

14.

15.

16.

INREADRE

N D2 BTN L TR0y, EFRER D720, ]

BRRERRICRIETEE
LR L

BERS
BRAER R L

BRAEDIE
Bz L

ZFDfDEE

AFNITEAR T > a UREENTNDOT, BE EEEHIRS LB BE kB 5T 55 61%
HEETAHZ &,

&%)
WARY Y a v W56 48 7 A 18 IRERHIER R HifgT N v A 285 L Lk,

T Dith
EHARARBEIER & IHRIERE XL ORF OISO W T OERFIERIT. BEERMEREARNRS~Y =2 7 L)
PMDA 78— A~ — TERIESICEET 5 5
http://www. pmda. go. jp/safety/info—services/drugs/0001. html {2 CHE CTX £,

15



X. JEERFREAERICEEY 51RE

1. EBHER
(1) EHEESER (VI EHEEFICEHIIEHEBI S8)
2) BIRMFEEHER
EER L
Q) ReHFESR
MEER R L
@) Z0OtDFREHER
EER L

2. SRR

(1) EERESEHER
EER R L

) RERSSUER
EER R L

Q) AEREFELESUHR
AR L

(4) ZOfthnEHFEEE
AR L

16



X. EEMSBIEICEYT HIEE

1. RS
BRiz7a L

2. B ILERIR
IR 5 4R (UMEFR)

3. frik - REEHK
WAL LT Do T, MHRIIER L, BN RLEZBTHLWE ZAIRET D 2 L,

4. FRIZEVDLEDIFER
(1 ERTOMYHZLIZDONT
Brice L
(2) FAZMABFOIE (BEFICHREIRETVESTES)
ARANIIBER O T, BEZIIEICEE L, BEEORWERITRE TS X I EE,
DA TV R AR Y F) THE LA, WRICKDMEOHLEIET A0, &
FHRFICITEEIC, Ty v 7RV RBAN THBRESICRET2EOEREZTHZ &,

5. RPBEHSE
ML

6. B
500 g (4%)

1. BROME
500g @ ARYUZF LU
SE 0 TR =UA RV ZFLUTLTIHL—h e RVZFLUTIX—FT (LA

8. A—R% - A%E
7 7 v =BG EGEEE R = 2 AR (7 T 3K dh)
o & v —Rh RGBT AR (N RRREE T L)
J P SPiRGREEHCEr = & 2 ks [FRAIH] (V= — ' —x X
v AT P R A R () (Y A7)

KA

©

EESELEEAR
ML

10. AERFEABEADRUVERRESES
RERTEAGRAEA H - 1986 4E7 A 18 H
& E B (B1AM) 3628 B

1. EEELNEEAR
1986 4 10 /1 30 H

17



12. *hee
Y LR

BEERR. BIMMERARFABRUVEOAR

13.
ML
14, BEEHARM

Y LR

15. HEPEHREERICET SR
FEAN e G- HI OFIR 232 1 7,

XIIBhEEM, RERVREZEEMFOFABRUEDORE

16. £Ea—F
W - I T R i
- HOT (9 47) % & Ve MR a— R
=0 BFEGEE R % % ik © 40 &5 EdE 2 ¢ hER=—F
500 g
110481301 5200130C1049 615101305
300 Al

17. REEHFLDFE
Rlz7a L

18




XI. Xk

1. SIAX#E
) HAEEZ M EHEE~Yy=2 7V (RBOEIGAE & B 8A) ik mRe: 350(1996)
2) RWRHESE - AR EIES 101 (2005)
3) FRMESE - BHEMENT Y E)IEE 199-260 (2005)
4) FARHMESE - BEHEMENT Y E)IEE 270-274(2005)

5) fEFEN BAREESSRE : EFMEDOTOOEGEFET XA K I 124-129(2009)
6) HAREMSH  BEABFEOABC EEERT 14, 29-31(1992)
7) FAEFERS, KEARR : AFANT v T DO OEES IO IRIEIEE e 34-37(2008)

2. TOMOSEXHR
HLE R L

19



XI. &8
1. ELENETORTRR
%M L7

2. BHZHITHEEXEER
E LA

20



XI. {gE

FDfhDEEE R
R L

21



	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

