2018 4 2 H EET (5 6 Jif) A AR B S 875200

EEHRA >H Ea— I+ — L
H AR EEAIRT 20O TF FralEaE 2008 (ZHERL L CIERK

2 7 R A

=f kB EE R X

(R229v9andy)

SANWA Bofutsushosanryo Extract Fine Granules

(S —26)

#l iz MR

HAODHEBES | 2L

[FH p%]

A1l HEOg)H, TRROHRBREER XA 5.4g 2 EH7 D,
HFE b 7% 1.2¢g HE ~ 4+ v 1.2¢g
HRE % 7 v 7 l.2g HRE % 4 4 v l1.5¢g
AR Ty Faw l.2g HiE MAKRKx 9vay  0.75¢g

B s - &8 B A/ ¥ v v ¥  12g AR & % 3 7 20g¢g
HE Lo X auv 1.2¢g HE Evyroay 2.0g
R ~ v & 1.2¢g HRE B v YV v 2.0g
HF vavufxavy 0.3¢g HE A v 9 v 2.0g
Bl 7 A4 H A l.2g HE & v =22 v 2.0g
BR ~~®v7y  1.2¢ BR H v ¥ %  3.0g

_ i % g BIREREH R 7 vy vy a vihy)
¥4+ bofutsushosan

HERTRBERAH foE e KB AE H B 19864 7 HI18H

XM E E - B L ME I E A H OB 19864510 A 30 A
T HE A A » 5w A H 1986411 H 1H

BASE - BLEWT MBA) - | g - = Rk K MR 2 i
1R - BESHA

ERFHRELEOERE -
EHEES -FES

& Silli= e S it
MUWa&bhbeg RO TEL 03—3834—2175  FAX 03—3834—5294

ATF L2018 4F 2 HEGET (G 7hR) DU SCEORHEIZHESEFR LT,
BT DU SCEE T, PMDA A" — A2— TEIRTIZET 5 15
http://www. pmda. go. jp/safety/info—services/drugs/0001. html & CITHER L 72X,




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
. WAFSCEIC R SN2 A BT D FICFER TR L ERIGAEN D D,

EFEEIS Cld, YakEIMIT DU CHRISEAR 3 0 R SE G d Y F 25 IS OB IFE RSB R A LT
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 2T T,

FAZ 10 4E2NRE L7 BiE, EEMLEHROAIY FTH LRSI T Th 5 EHRHLE OZKHA
i, WG & - THE « ERREIIRESE(L LT L 22T T, AL 20 46 9 1T B Sk 3K
WEELITBWTH -/ 1 FRflBEE R ESNT,

2. IF&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 OO0 OB RENERN SN REMRENOER S EHE LS LT, BFR
DARRAR B A R E L FRAIRTSE O 72 10 Y 3% =3 5 0 BUSEA 3 T VER L ORI 2 (K38 L T U 2544l
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)

OHKIZA4 ), BiEEZLE L, FAIE LTIRA Y MU EOFR(KFITFRLS) CFEdE L. —@klbY

D, L IR SCETHEE - R HWEEA IR BEFEA TR 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 F DfERL]

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,

O LEONEEZMTTHED I FOERIZH > TRLERERNGTCHIND,

DRI OREFITHT 2 b0, RIEPCFEORANLS ) 2 BT 5 b O K OFEHIA A 13 U D EFE

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 b & 72 D,
@ EFEUSDEEEIZHOWTIE, [T Fiodi®EeE 2008) (2 Xk A21ERK - #2fi3ssm s s & o Tldi

AN
O H LOEEDOWET, BB L IIHMAER BRRFEFL) AR SRR QN @#@SE

DIELRZENTL S, LT RENBEPREL LD AIZIT T FRUGET S5,



3. IFORABICH->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, EFEEETO T TEREIZ X > TESEILE U TMRICEHIRIY T O 2 o L
LG AN B

BAIRD 1T FIZOWTIL, 3G AR A P O 23K 0 R AR T AR e AR — AR —
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, MRFUGET SN A LOFEFICETAIFHICHL UL, [ FASGIESNSETOMIE, 4
% SR G O BUSRA SENMRAE T D IR SCE R A B SRS B D WO T IR RS T WS T —
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, WIEFEHSCLEEMEOMARDO SN LR I N TV D TERRAKE] 0 T E2NETOFRTERI
IR 2T SR FIHICED L Z 03 H Y . TORRNIITHOEETRETH D,

4. FIACELTORER

I FZFEFMEDOHFEEBICBOTRNT I ENTERVERLERFE L OEALTHEE
W, v L, EEESCEEHAEEL Y E—3 g a— ML AHEIC L0, SESKSEREIE L,
& LTIt T 2HMAICIZA T ERARH 5, 1 FILHREOGIEHEE =T 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 AN END S, (2008 4£ 9 H)



=
I. BE(CEET AIFE e 1
1_ Faﬁ%a)%x%& earssssasaEnaan ...........................1
2. BUELODARREANY - BUBISREGERIE e 1
I. ZFRCEAT BIER - rerrerrerrrerrerrennn, 9
1. BRESAG --veeereererrmmrnmennann et e 2
2 BB e s 2
3. REETUERME T vrerrerrrr e 2
4_ ﬁ\?—t&u \?E ............................................. 3
5. AEZEA (BHRIE)  rrrrrrrrrremrer s 3
6. IBASZ. AlA. BBRE. BBERE o, 3
T. CASEEEES «-orovrrrerrr s 3
M. EIRSCEET BIEE ---vvvrreeeeeemmremeenns 4
1. PIRAEERHGHEET - vverererrrreemr e 4
2. HMES OEBEMTITHIFBREM oo 4
3. HINES DFERERERIE veevrrrererrmrrremnanernnnneaens 4
b, BB DTEDIE oroverrerrerreme s 4
V. SIFICETBIEE -wreereerreenrrmsrmsrmarnenns 5
1. BTG - vevveemreersmaamnnnr ettt 5
2. BUFIDEARL +-erreeererereerserm 5
3. BB BB DR oo 5
4, RFIDOBRIEZEBTIZEFTARTEME «rooeerrrmrrrearenns 5
5. SAELER USARRIBDITENE rreerrrrrrrermrmernamnneens 6
6. ffl& DEATIL MEBIELHEMITIL) v 6
7. SR +oeeeeeere e 6
8. AEMEREOERERIE  coeeeererrerrerremennn 6
9. BIFIRDEIELSD DRETERERTE rvveerrrrrrerrrnrernnnnes 6
10. BFIEDENR S DTEDE «-oreevrrrreeremmrnrennanns 6
11, FHED  reeeerrrrrmeemmrme e 6
12. SBAT BETEMED D DRI «orrrrrvreermmrrmmamnnens 6
13, ABEEBABRELRERICT HIER oo 6
14, Z DL <-evvrrererermr e 6
V. BEICEET BIEE - e, 7
1. FHBESURZNER eovvermmerrremnmremne e 7
2. FERTIEIE oveereerrreernremr st an e 7
3. BEERERAE vvevveeereersrmmrrnreer s 7
VI, BESHEEIB(REG BIFE e eererereemererrmrennan
1. FELHCEREH B IE AWML A B 8
2. BEIRPERR oveeerrerreeen e 8
VI ZEMENREICRE T BIEE revveevrrrrrresnnmeennennnnd

. MMAGEEDHERS - BITESE e, 9
BEMNEEEIRANINS A —A e 9
u))‘lulx ............................................................... 9
M orereerenin 9
FREE «roreerris i 10
BRI ceeeene e 10
BIEIZEBRETE o, 10

x

m.#éﬁ(ﬁmiwi %) I 4EA-
1. BRE FMDIFE -oevvevvrrerreermrere s 11
2.#am§a%wﬁm<ﬁmﬁaéﬁt) ------------ 11
3. MEEXITHMRICEHES HEALDIE L ZDER 11
4 RERUVHECEET HEALOIEEZDEH 11
5. [EERENEEZDHEE v 11
6. BELRAMIE L TOBARVIMERE 12
7. FEEAER oeevvererrmrssrnnnoniinnninii 12~13
L =< 13~14
0, BESEADIZE oo 14
10. BE0R. PEDR. IBILIREADIRE v 14
11, INBZEADIES oo 14
12. BERRBERCRITTEIE v 15
13, BEIRE -oooveeenr 15
14, SEELDED orerrerrerrerr e 15
15, FDHIDIEE -ooeeerrrmrrrrrrererremrrne e 15
16. F Ol +reerrerseninermiii 15
IX. JEEGERSABR(ZPET BIEE ----vrreerrrrerrereens 16
1. BEIBSRES -ooooooomei 16
2. EHESRER -overvrer e 16
X. SHEYEECET BIEE  croeeeeeererrerees 17
1. FEFIRESD ceveverrerrsrnmmmmnsm e 17
2. BENEARISIL(HERREARR ---oeeerererere e, 17
3. Bk s RTESE oo 17
4, FFIEARON L DGEE E -ooveremererre e, 17
B, FRIAGAEZE «orveren 17
B, GIEE oo 17
7. BREEDFAED -evvvreererrrrreee e 17
8. B—HS - RIZNEE --ovevermrrer e 17
O [ o= = = PP R P 17
10. BUERRFERBEHHRURKEER - ovvrererernnnees 17
11, EEEAEUNEER R -ovrevrerremrrrrrmrerrernemnnnn 17

12. $hEEXIFHREMN. FAERUVAEEFEBNED
FEAARUFTDREZ -reeerrreremmnn 18
13 BEAEHR. BHEHEARTABRUTONE 18
14. BEEHR  cororverrere o e, 18
15, BEGMHRERRCET R e 18
16. FEHEO— B oeevrreerms i 18
17. {RISHAAT EIEE - vvrrrereremrmmrrmeree e 18
X T, STHReerreeremr s s 19
1. BIFASTRK crereeremrerrerrenmmnmmnmmnmennenanen e e 19
2. %g)ﬁ»{_q'a)é/}%yﬁk .......................................... 19
X1I. %%ﬁ*;[, .......................................... 20
1. EENETOHIRIT -ooeeererererreeee e 20
2. M B DEEERIRIEER v rreerrrreeremennnes 20
X1 ﬁﬁ% ............................................. 21

%g)ﬂﬁo) Eg]g:é*_l_ .......................................... 21



I. BiZICEAd 5HHE

1. FSOEE
By EGEE L B TEBRR) ISR STV DS TH D,
=N BARGEER R S A MR R B SV LT B ki - 2B L R Lo ORI L
ToBEG AT, [EAB IR RIESE 2 55 120 S-% (B 60 42 5 H 31 B ) IV BLEREE L, KGR
EN=bOTH D,

2. WEDBRFN - BRFAPRFHE

(M) AANT P T x T v 77 R rFa v (IE), ooy (ET) . Lo a v GEd)
Ny QR avFay (BE) FA A G =Ry 7Y QR <Ay Ok, &
AAT O, BARRY v a v (M), Fxa v @D, By 7 Y=Y (B, ey v (),
Ay EE) By av @E) . B ytxE0) O 18 MOARELGHRIOMEIC I VIEST5 2 L
ZEAPE L UOKME e 2 kL, & BITARM LoV IRLIC L 72y = 3% 2 BUAICTH 2,

(2) AANTIERHE, SMERE, &EER, R 2R, BBICBT DIEROSEEEZ B E LT
Shb,



I. 2WMICEYSEE

1. BR5E4
(1) 4
=Fn BHRGEEEHCE T R HIPRL
(2) *4&
SANWA Bofutsushosanryo Extract Fine Granules
Q) BMOHEE
il MERR) ISR SN TV LG4 TH D,

2. —fig4
(1) 4 (8idai%)
5 IR R
(2) #4 (k%)
bofutsushosan
@) RTL
L

3. EEARITTHEX
(%) AANOFGTIE 18 FOEIKD - OFFET HFII TE 2V, FEKTh D MEBkD 7 = K
Vo ERERERD 8T va v A  EHEBED T ) F LI FUomia ENEENTWD,

CHy
| gle-O O OH
HOCHCHNHCH
‘ ‘ ‘ COOH
(0
IRy s-FiaviLray

<°:H ] JUFILYF B



4 HFRRUDFE
AHNDOERSIL 18 FEOAEIED 7= HHFE T X 720,

(BE) =7 R (C10H1sNO :  165.23)
8- a A (CaiH18011 @ 446.36)
77U FUF R (Ca2 He2O16 : 822.93)

(3]

B (=G B )
BN

6. {EEAA. A4, KBS, £EES
P 0 S—26

1. CASEBRES
B 1OANA



. A3hASICEEY 51RE

1. PIE{EPrE

(1) 448 - R
DS OOMERT, BERLGEEZR L, WRITE,

(2) afEtt
R L

Q) WmEE
WIEIETH D,

4 MR(EER. #Ba. BER
B L

(6) BIEEMRHETEHR
MR L

(6) HEFRE
MR L

(7) ZFofhnELRiEE
MR L

2. AMRSDEEEHTICETSREN
iR - BENMREE T 5 ML ETH D,

3. A DRERHERE
A TBRGRER T XA ) OHEZRTHZ L,
FOF XY BrFay, vy LrXay vk avkay, FAHA,
NIRTTY AT, FAFY, FXRav, EvrTay VU FuIs
WEsa~ N ITT 4 —

HOKE pvay o EPEROS GREYRAL L72 b D OKER O A% R R<L 09 EPERIS>T U 7 LD
EMEROS (2) 2 29 %, )

tyay D EMERUS GREYKAL LT b O DOKERD AURIE AR 09 EVERE> V2 7 LHRD
TEMEROS (3) 23 %, )

Tyx o EMEROS GREYKAL L72 b OIS 7oz (1-3) 204, AERNELT 5 E T,

B, KEMZTABLIRKIZT =T RiGkEMNZ 76 DI HF<A. 09
EVERE> TV =7 DO EVERS (4) 2 295, )

4. BHESTDEEE
HJm THIEGEERE X2 OHEZZRT LI L,

7= RJ» D kKT~ N IT T 44—
87 Nai A Wk~ NI T 4 —
7V FNNF R R /A=Al N AP



V. S%I((ZBH9 %I8H
1. %

(1) FRORZ., HRERUHER
TS BORRLIT, FERARTTEHEEZA L, WIEE,
(2) HEOYE
ki HEES
@) #EAla—F
S —26 (4redFim)
4) pH, BBEEH. HE. LE, BEROERUREL p HEEE
Y L0

2. HHIOMRL

(1) H\HMRS (EERS) OFE
Adh 1 HEOQg)h, FRLo BRIIEUEEHRTX X 5. 4¢ a5 HT %,

HFE ~ 7 % 1.2¢g AR ~ % o 1.2¢g
AR ¥v 7Y 7 1.2¢g AR % A4 % v 1.5¢g
HE o ¥F=a v l.2g ENSIE . N VEL] 0.75 g
HE ¥ » v v 1.2g HRE % % a U 2.0g
HE Ly *¥auv l.2g AlE Exyrozay 2.0g
AR ~ v & 1.2¢g HRE & v vV v 2.0g
AR vavuxay 0.3g HRE 4+ v a2 » 2.0g
HR 7 4 H A l.2g HRE & v =2 v 2.0g
AR N~ARu7w 1.2¢g FlR 7 v & % 3.0g
(2) FHmp

FRIEA : Hb KR, o Evas T Uo7y e r—R ST VT r— kT T
BoimAl - B K A

@) T
Y L7

3. BAEH. AOLBIEICHT HER
% LR

4. RFDERFHTICEITHREN

HBHE
R 17 & 7w E P
el 54 e
AN =
53 B dh 10°C, 75% MR | 6] i
RKY T LG Estio 54 LRE
i 40°C. 75% T | 6hH RE
}IEHE MR, eaRiRBR, R, X AEE, TR, AR R
BH &

AFNE, TR L2 VAT 207 BIER BRI PR EESLE TH D,
o, HAR T VAR R R Y S THET HAE, BURO ARICE B, Fr v 2 E
U SIC AN CAESICRET 5 2 LR E LU,

5



10.

11.

12.

13.

14.

AEER UBHREROREN
AR

& DEEEL (WWEIEFEHEIL)

mEERe L

B

A ER e L

L A

WAEYRER « BR - PR R BRE  C HEL

HEIhDH LIRS ORERHERE

ryX ¥ o, BrXawu, iy LyXawu, v b, avuxay, AATA.

NSRRI T AT BAFT Xa vy, B sy, by, duay

WE/ <~ NI T 44—

MKE Ay o EVEROS GREYKAL L7= b OOKEIRD A HJE<. 09 EVERGE>T R U o LHED
MRS (2) 2 25 5)

tyvay c EMEROS BREVKAL L2 b OOKIEIED AL A JR<L. 09 EVERE> BV 7 AEED
EMESS () 2R 5, )

N1k o EMENS FREVRAL U7 b DICHE O 7-Hile (1-3) 2Nz, HENAE U D F TIEL
Bt KEMZTABLIEKRIZCT v E=TRIEEMZAT-HDITHF
<1.09 EMERRD> TNV =0 MEOEVERS 1) #2735, )

HHP DB DEEE

7 RY v Gk~ NI T T 44—

8- na Ay 7/ /A=l N/ R i

T UF Y F M D /K~ N NTT T 40—

bl
Y L7y
BAT HHAREISED & 5 33
mEERe L
ARLIENVDELARBICEAT 51ER

PR

ZDih
Briz/p L



V. aEICEAd HIHHE

1. ZIREXEHR
RS E D ORETHEM L7200 HHWIEICT. B2 0. JRERED 2 ENED ©ODIROGEIE
AEAE, e, RS, R, BRI, S

2. AERUVAE
BE. KA1 H9g % 3ENIHEIL, SRl XITEMICROEST 5,
k. AN, SRR X 0 EEEEET 5,

3. ERFRRE
(1) BERERT—%2/\v4—T(2009 £ 4 AUMEZERE)
Y LW
(2) BERRRZIR
MR L
() FERPREIEHER : BAMRR
MR L
4) BREWHE . AERGERHR
MM EER L
(5) RELRISER
1) #EBLETRERGHE
MR L
2) LEEGAER
MR L
3) REMHER
NERR L
4) BHE - RENHER
MR L
(6) ampasER
1) FRARERE - FEERARERE FHRE) - SERSTREREER (TREERKRRR)
R L7
2) EBEFHLLTEEFEOARXITERL HEBROBE
R LW



VI. ZEhEIE(CE§9%1EE

1. REZHICEEHHILEMRITLEMH
(%) [TIL.3@BEAREFERX] 2205528

2. FEER
(1) 1ER&EML - ERBEF
(B%) k- EEER Y
WHOFEFE Uiz, MRS FIRNGASTEN L, I 2 T Ol LIo K@z 2 L, (BRS B T
JEXRTH D, RNORT, K, B 850 >l LICREETHY . IR Z AT DEMNICRE
(A%
O ER BT © HFE, K BT, Hienh

XOFPK (DI KMEREZE 5 F PEBR T & FRIMER LI2RIBZ KT OKE) & FOY
INZSGET DDAV LEY ZRIKEE L WSS, J855, IR, it (Foft, Bl e E25%
%o MIRANE FIGRA PRAE 7> & OFWIL & BFE U AR DKRGEOZ DI &R A2
RF) ERIRY | KFDRY 2N E ZAHITIIMAR L, 2T ED & ZANBIFRIRIC I > THE
S NAL S G AT

() FHEEMT BB
kPR L

() {EFASRIREHRT - RS
MR L



VI. EYEREICES T SEE

1. REOHR - AEE
(1) aELFMDLTOLPRE
MR L
(2) EEnAREDERRE
MR L
() ERREBRTREIN-MmAERE
R L
4) wEE
R L
®) BE-tHAEOXE
I £t (ERALOZES ICEIHEE 7.HHEER] 0HELSHRTLZ L
6) BEAGFHELL—I 3 Y)@FIck YR LEEDERNSEESHER
MR L

2. EYRRERI/INTA—4

M) aAvk—FrAYFETL
MM EER L

(2) WALEEETEH
AR L

@) NAFT7RAFEY T4
BN - L P

4) HREEEH
BAN-vaAaB

® 2U7S32R
MR L

6) MR
MR L

(1) mB|EEAFKEEE
MM EE R L

3. B
LR L

4. 91

(1) Mhi%k—ixBErEEE
BRI L

(2) mi%k—RREBErMEAME
MR L

@) Hitr~niTHE
MEER L

4) BEHE~ORITH
MEER L

6) ZothoiE~nBITH
BRI L



5 e
(1)

)
®)
(4)
(5)
6. BEt
(1)
)

®)

BB B U SRR

MR L

R#ZBI5 3 S (CYPAS0 &) D7 Fig
MR L
AEEANROEERUTDEE
MERR L
REMDFEDERER VLR
A - A
FEHRBMORERN/ S A —4
BRI L

Pttt BB B UNRRR
MR L
et R
MR L
Pttt R
SRR L

1. BWEIZLDIBREE
UYL L

10



V. 22t (FALOXES) (CEI5I1EH

1. E5NBRLETDOER
AR

2. FRRARLTOEA (RAIRZZED)
RSN

3. MEEXIIXHRICEHET HFERALDIE L ZTDER

rv.

ARICEAYTHIER] 22T oL

A BAERUVRAEICEET 2FERALOFELTOER
(V. ARICETHIEE] 22352 &

5. REKRSABRLZDER

(D
@)

3)
(4)

(5)
(6)
()
(8
9)

HERS (ROBHICIEEITHESTSHL)

(10) HLRIMERETCHEAE D R
[(6) ~(10) : 2N OHDOEBLEIRNE(NTHIRBZENNH D, ]

FHI, WREO D2 BEL D ORERSES D BTN D5, ]

RO RS [RACRIE, A, O, I, R, W\, TRENHLDhS
T EnbB, ]

BHRIE, B, B0 5 BH [ Zh 50K BET 5 B2 55,

Wt DREH, E L ERNDREZTOBBEREWER RS HDIRT< 20 | ZORERI N
SNAEBINDH S, ]

FIFET 0% LORE [RITFRS . SHHIRER S b BENN D5, ]

PeliE, DFFITESEOIREERDRED B 5 0. UkZr OBHERED B 5

i LT O F

EHEDBIEED b % B

PERIEED b 5 B

(FRER)
(1) AANZEBSNTWDHE A AN, T, RKEOHLHEFITHREGTHE. IO OERNELT

6%%mﬁ)‘&) A 3)\4)\5)\6)\7)0

@) AFNFFAA T AR Tav, Eyay, trFay, UK vAURGHINTHD,

HBOERZBFICRET L. ZRLOMEERNET HBENNRH D D000

@) AANZTE F2r, FUF vFUREHAINTND, BRARR, B, EEOH 5 BHF T

HE47L . ZHLOERNE( T BBENNGH D D09.0.0

@) AFNZFAFY, Byay, vFUNEHEEINTND, FRORFHL, FLIEHDOREL T

HEFIHETH L, CRLDERSENT 5BZNRD B, Elo. vA VREESLE R
HVESECE D B Bl O BB CRIERIAE 2 1 gy 99990,

(B) AANEH SN TWD~A VT, BIHEMEZAT D, 1o THRITHADOE LWEEITRET 5 &

FWICRITAIE L. BT, 2FMIENRH S sBENNRG D V0900

(6) ~(10) AFNZEH SN TVDVATVIE, AR BB IER A H 5 =7 = B %7

NIaA REGATEY, ZILOICERT 2RI, B, SRk, BLE | i+ B R8TRZE, PERES
72 &ﬁ)ﬂjﬁj‘éﬂﬁg'l‘iﬁ)&)é 3)\4)\5)\6)\7)O

11



6. EEGERKIB L ZDEHRTLESE

&
— o

(2) AANIIA S INEENTNDOT, MiEH U 7 MESCHE S0 E L.
DN AE TR G 2R IET 5 2 &,
(3) Vv v EARAIOELES (S IX5FEU ) ICX Y RIBOEFIRE .
A2 D IR LIED B Do 2 BENLRH 5, BEHREGT25A812H > TUL, T
HINZ CT, KRIBNHREEFEOMELTT I Z ENHEE LU,
(4) MhoBEHFRAEEZ T 25813, SAEROBEHRICEET D Z L,
A F 0 EEE L ORI, FROERTHZ L,
(5) XA LT OE TERIZITEANERRBO HNDHD T, Hik - HREICEETHZ &,

(1) AR HT=>TE, BEDRE (FE - EIR) 2EELTHRETDH L,
mE, BEHAZTCEIEE L, IER - FTROUGENRD SRV EITIE, Mk G 2RET 5

4

FH DR

oy

I, O A, 1815,

()

(D EFRMES O LY —J@OBEMER 2K 5720, BITEFEDOEZ 7258 L THAT 5 §OEEH

EE LTt L7,

@AY UiFREMICbEDN, 2 DBEGLTICERIND, Lo Tk 2 /Al G 5+

HEE7 SRR EICR 0T BERANRNCT KRB0 T, EEMR L L CRERE L VD97,

(3) Wk 30 4= 2 A 13 HAFEA AR « AnHARERZ 2RI E W AL 0213 F 1 5

[TER EoWE ] OUETIcHOWT] I2ESX5#E L=,
(4) )7 — 2 R 8K 2GR 5 5A121T BE T 5 KO BRI NEE T 5 7= itk L2990

HAFOIERER G5 2 L TERWERR BN < 225 O CIEEMUE O /- ORFCRHE L7z 09

6).7)
o

G)YAFNZEASINTWD XA A VITE MEMRH Y . BEESS (ERD TIIMETHEZ VLT vo

f?}%ﬁ%ﬁ@f:&)%ﬂﬁ Lf: 4))\5%6)‘7)0

1. t8HE{EH
(1) GHEESEZOERA
BARPANA

() HREEELZDER

GHRER (BFRISEET S )

A 4 F BRATELR - FEE 1L BT - falRik7
Okewrk-x 13! AR, TR, SR, B, & | QA RAEITIER 23 R S 5
@Qxzozx R EEFEHA BMNEEHEE NS LD | 2B LD,
®)E/ 7 UBRILEER RITLBRLOT HET LHER

(MAO) FAEH WET5Z &,
(4) FRARRR LI

Frax

VAFr=V
6)hTFa—)L7 = UEE

T RLFY v

ATV FY
6) FY o F o REH

TAT7 4V

12




DAy iV a) NS
M HoIIEEEHA BT IV RATa JERH b | 7 U FLY FUoBRITRMNE T
@QFTYFILYFUOBBRUED | O35, T &P Y wAl | Y 7 APEMEEIER N H 5 7=
BEEESFT53E JEOFERL LT I AT =2 | . MiEH U 7 LMEDIE T 2
St 725, TERKREWE| ShbZEnBEZLN5,
Al DIEEMR)
(FRH)

AKENNE~A T E B UNEGEHEINTWAEED, ~F vV UDtHEEY FnEFh# L
77

<AL, v AU =R AEHRAOFEFHMEER CER 549 A 8 HfF 3Tk 255
IZEER L7, B B U CIERERN 53 4 2 H 13 AT EAE KR EmE 3RE 158 B [
FN) F UG/ D EIK ORI MZOWT ) ITEE S d LT,

8. EIEMA

(1) EMEROBME

AFN A R A S O B E P SEEBREE D3 e & 722 2 AL 2 920t L TV sh, FEBUHAE
I TH S,

(2) EXGEWER & DR

1) REAEMERGZE - 6B Wk, PRIRINEE, SR G852 %00 S b Ba12iE. A#lo
Peh ik U, s/l X AR ORAE 2 Fhid 2 & & bICRIB R R LE A O£
DEENRIEEITH Z &,

Fio. FE Wk, FERIREEE S SO EEAITIE. ARIOIRAZHIEL, 72725
T5 L BEICH LEREITY 2 &,

B7ILERTAVEE K4V v AfE, EER, FRY oA - (KEROITHE, #E, (KEH
IEEDBT IV R AT a A RN D LD Z ENHHOT, BE (gD Y v MEOHIES)
ATV, BENEED SN AIIR S 2RI L, B U AKIOEGEOEY) /2L E
EITH 2 &,

SHANF— BNV T AMJEOFERE LTIANNTF—RHLLNDL I ERHDHDT, Blggs
FAHAT, IR, DU - BRI O B 3580 DAk 52 i L, AU v
LR OFGE MY B LT L

FFSRERES, #|E : AST(GOT), ALT(GPT), Al-P, y - GTP O3 L\ ERZEA1E 5 iFHk
REREE, WENHOLDLND ZENHLDOT, BEL 7TV, BRENED b HEIIX
Beh Ak L, YR EEITY 2 &,

PERIEERARBEVIE « RIS L0 | IBREIIEEIREEIED S i d Z &b 5, @, T,
ER, MRSV K L & O O E . UHERLGEC 2o T Al 542 Ik L,
CT, KIBWNHESEEOMELEMT 5 & & blo, WMURAEEZITY 2 &, 7ok, BHEUIRRIc
o TIER WY SN TN D,

A

2)

3)

4)

o)

()

1) FRE 16 44 H 1 BAHEA EIRA SR FEERE (TR o] otETic n»wTl 23
RLEL L7,

3) BAFN 53 4F 2 H 13 HAFEAR G R EEmM
RS DB M HOWT] (RS & LT,

2). FHRFE 1875 [V FNI FUBEEZEATD

13



4) PRk 13458 H 20 BAHIZ T, ZOMOEWER Tl T o7 b D2 BRAREIWER TITHRERES
PJE] TS B, B ESGT L,

5) Ak 30 45 2 A 13 BAHEAGHEE ESK - AIRfAERERZ SRR BN AR 0213 F 1 =
A EoiE) oO%ETIcHOWT) IcESxi#H L,

Q) EDthDEHER

BHEE R

B R0 | s, RS
BEMER | FR BTFRL. HIR BB SHBR, s
Mo B | SRURIR. FRHUR, L. ERL. B, BE, RS

@ R OF/ | HREES

HD ZOXIRIERDS oG alliiksG e+ 52 L,
(EEH)
OisEE CAANC X D b FRORWERMENH 572 bitHE L,
QBRAHIEER  AFNCEENL~ATVICL D LD ERRORWERN S bbb Z E03h H7-050
=L,
@11 AFNCEEND Y vy, Evar, BrXay, 44U, bUSk EAKRY YV g
v, ALk D oS FRROBWERHED & 5 7o OFE LT,
OUAPR % CAANCEEND A TIZL D E BN DHPIREFEEDRH oD Z 013D 570
L7z,
(4) IEBRIRMERAGREERUVBRREERE—E
MEER L
() EBEEB., A6HE. EEERVFHOFRESETRAORIERARTEE
MERR L
6) EMT7LILX—IHT HEERUSERE
8. El{EA ) T DHOEMER BEBIEEl # ST L5 L,

9. BlIME~DES

—HRIZ SR TIFAEREREME T L TV D O THE T 2R T 5 2 &,

10. $Eim. EiR. RIBE~OHRS

(1) A TR LTV D ATEEED & s NI G- LW Z EREE LW, [REIICEEND 4 A
F U (FENHEER K OB BENEOFRMAER) . AR T a0 (FEIHER) I X 0 iR ED
fEPENH 25, ]

) BIF O MNITERICESG T L, (RECEENDL XA FTUHROT b TF 7 ViFEERNRE
HHIZBATL, RO THIZEZ TR D, ]

(&%)

A AT o BERI5T 45 A 10 BFHE 20 RERHMEREE R (XA AUk « b~ 7 %> v AERAAl 5
AHEL LT,

HAKART Y aw o W56 8 A 7 HATE 18 IRFFHEAS R Thifg T MY v A 255 L LT,

14



11.

12.

13.

14.

15.

16.

INRFEADEE

INREEITKRET 2 2 AMEIHENL L TV, EERRERD D720, ]

BRI RIZT e
LB L

BEES
LR L

ERAEDOIEE
Bz Ze L

ZOHDEE

AHNITIARR T > 3 UREEILTWNDO T IRE EBIEHIRS MBI BE TR 53 554813
EETHI L,

Z%5)
HKART L aw o WIFI56 48 H 7 BAFES 18 IRFRHIEFER ik b U v o) 285 L L,
Z Dtk
HAZRBIEM & WBERE LU ORISICHOWNTORAE I, EERIERARENIS~ =271

23 PMDA AR — L — 2 TERIEGIZET 215
http://www. pmda. go. jp/safety/info-services/drugs/0001. html (Z CRIE T £,

15



X. FFEREREERICEIT HTHE

1. ZEEHER
(1) ZEmFEHER (TVI. BT HEAI 38
(2) BIRAOFIEHER
U ERR L
Q) REIRIEHER
AR L
4) ZFofnFEEHER
AR L

2. SHHER

(1) HEEEESHHER
MERR L

(2) REZEGHEEHER
MR L

) EEFEESHHER
M EER L

@) ZothokEFEEtE
R L

16



X. EHEMERICEHYT SEE

1. HHXS
Frlz7e L

2. AR ISEERAIAR
IR 5 4 GMEER)

3. & - REEH
R Lo W0 ¢, EABITER L, B ESERTE LV E ZAIRET D 2 &,

4. FEHERWLEDIEES
(1) EBRTOEmYHZLIZDOLT
Brice L
(2) FHZNBHOIE (BEFICHETRSNEASTES)
AFNTRABHED BN DT, PR IZPHBICAE L, BEMEOEWARICHRE T 5 X 9,
FEK(T TRt e AR Y ) THA LGS, RIBIZEDMEOHLE LT D720,
RAFRFIZIXREIL, T v 7RV M AN TAREZEICRETL28OEEETHZ &,

5. RB&EHE
BN

1. BBROME
500g @ RUTFLURE
5 TAI=TUA RV ZF LT LI HL—h e RVZF LU TIX— T 4L A

8. E—H% - R%hE
7 7 P EGE B X AR (27 T o)
a X v —BAEGRER LT S AHBRL (N KRRIEET RIER)
J P SPiRuaEEHcEl =% 2 ik FAAIH] (= —b—x 25
Y LT P RGE I AERL (EEH) (VY A T)

A

e

©

ERREERR
PARSANA

10. RERGEAREAORUVERRES
BEARGEAZRMEH H 1986 4E 7 H 18 H
K & B (B1AM) 5 3628 &

1. EEEERHEEAR
1986 4F 10 H 30 H

17



12. hEEXIZZIREM. AZERVAEEREMEOEABRUVZTOARAR
R L7

13. BEERR. BiiRRAREFARRVEZORE
A L7220

14. HEXHARM
Y L0

15. REYFEHRERRIZEET H1FH
AN SR OHIPRZ 32 1T 72 v,

16. &#Ea—F
WR7E4 . JEL A S i SRATE R YUY
_ . . .| HOT(9 # = o ’ L7 FEEa— R
=F0 BEEEE R = g | TOn O D EE S | BH
500 g
110481301 5200130C1049 615101305
300 41

17. RI&HEF LOEE
Briz7e L

18



X1
1.

. Xk
Ell:Ba
) BREZ M R~ =2 7V (RBOEIE & BRI SIEHAREE 350(1996)
2) [FHME=E : BT IS 101 (2005)
3) WFMEE BT MRNT Y BEIEE 199-260 (2005)
4) ARG  EETEENTY: E)IES 270-274(2005)

5) tHFEEAN B ARRPEESSHRE - HMED - OOESEST X 2 K YA 124-129(2009)
6) HAERISH : EHEROABC s i 14, 29-31(1992)
7) FEEFFEES. KA : AT v T OO EO R fgE Bl 34-37(2008)

2. ZDMDSEH

HELEERME L

19



XI. 8&&H
1. EGSNETORTRR
LR

2. BOMEIT DERERIRIEH
M L2

20



XI. {§&

Z DDA EEF
MR 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

