2010 4 5 F VERR (3 1 AR HAERERSEAEES 875200

EEXESAM 3 Ea— 27+ — L

H A e384I AT 2 O TF G ZEEaE 2008 (ZHEHL L CTIERL

2 7 R A

1l B & & ITXR M
CCEDTS)

Sanwa Ogonto Extract Fine Granule

(S—85)
#l i FARL
(4 A%
A1 HE (7.5g) ., FTRROESEARIF 24025675,
K -2 (@A) HiE v =2 4.0g HiE B v v 3.0g
Al #Z A Vv 4.0g HE Yx27%7 3.0g

4 wWEE Py o)

ﬁéﬁtogonto
8& - mAKZEEAR kRS RRBEAHR 19864 7H18H
2 X £ IR & - MM EE WK EH B 198641 0HA30H
# 5T HF A H % 5 £ A H :1986411H 1H
BASE - BUE WA - R maotn o = Rk K MR 2
5t - 1B - RFELH4A
EREHRIBLEOER L -

EEES -FES

& SRR AR
MUWEheEDO TEL 03—3834—2175 FAX 03—3834—5294

ATF 12008 -6 AkiT (BB2h BHRAMETIZL D) ORMTEOTEICHKESXER LT,
BT DA SCEAFTHRIL, FEE G RS IR AR — A ~_— 3 http://www. info. pmda. go. jp (T ZHER
72 &0,




I FRIHDO TG & OB — B ASsE AT 2 —

1. BERA LV EE a—T 4 — MMERDORRNE

P RS ORI R BRI & U CEREHERLRAMASCE T, RECELR ) 13H 5,
PR B TR - SEAIRN S O BRI E 7Y H 55 (B 70 2 3,5 o0 3@ B A T A 16 3 2 BRI
[ %Hii_ﬁﬁéﬂtkﬁ%%ﬁféﬁLﬁﬂ@%ﬁﬂMEK%Aﬂhéo

EFRBIS Cld, YakEIEAMIT DUV TR 3 0 3R S Y F 2R T OB IFE RSB E LT
BHMAEM7TE L THILL TETWVD, ZOBRICHEREREMEEINCAFT HZOOFHY A FeL
TA UV F Ea—Tr—LNHAE LT,

BAFN 63 412 A AJRBEERAIR S (DL, BREEKT) Z2IFE 2/ hEEESN TEELA X B
— 7 —2] (LLF. 1 F &) OMBEAFE NN T FR#lEREHE Lz, To%, EREHESE
[ QNS B AT EE AL B = — A D2 b A3 T, Rk 10 4E 9 HIC BRSNS 3 /N EES
IZBWT I FRlsiEEHOBGET 2T o7,

B 10 AE2NRE L7 BiE, EEMLEHROAIY FTH LRSI T Th 5 [EHRBLESOHA
fli, WHIC & - THE « ERREIIRE b L2 & &2%Z1F T, FAk 20 46 9 1T B i Sk 3K
WMEBEDITBWTCHZ 1 Fa@EmEN K E SN,

2. IF&iX

[ FIT TR SCESEOHERAMTE L, EAREOEBIEEF 1T L > CHEEBITLEZR, EHELH
DEEEHO T O DIFH, LITRFT DT O OIFH, SHAIO T O O, EHOBEEMH D7D
RN 1%%&$%77@t@@h% %ﬂéht@Am&@%®Eﬁ&%ﬁ%&Lf\H%%
DNFEEEE 2 SR E L, FEAIANE D72 DI Y 3% 3K 5 O SR 3 I THER M ORI 2 (K L T 2520
gk EAEMT NS,

el L, HEE - SRS EREEICED D o, RERGEORRAIL ) & NI D b O K OEEH
FlE S 2NREA - Il « PRAET REFHIESIL T FORFHEL T2 520, SNz 5 L, SRy
MofRft I T F i, EHIEDE O 23550 - Il - BRES T2 & & blc, RERMTEELT 250
EWVWOFRRE RO L AR E LTV D,

(I FOER)
®ﬁ%mA4%\%%%kL\ﬁ%kLf9ﬁ4yhui®¢ﬁwlﬁiﬁ<>fﬁﬁb — il
LI B T2 U IR SCE TR R EE W SA IR, EF A TIIINICEY b LT 5,

@ 1 F it EaEIc S SRR L, %@E%iﬂ//ﬁ%fﬁﬁ?é

@FMOTEHITH— L. FISHT THFRIEERD [T FRHAO TS X OME ] O ETRHT D
HboObLL, 2HIZEED D,

(I F D1ERR]

O 1 FiXFEAIE LTRIF o 588 (NAAL EHAL sVRAD Bk S s,

@1 FICFi#T 25 E L OESNEL AR E L7 1 FLd I3 %,

@M TEDONELMTETH LD I FOFEEITH » THERBRMNTHIND,

DRI FEOREFITHT 2 b0, [IECIEORALS ) 2 BT 2 b O R OFEHIAT A 13 U DR
PEEF B ORI - HIWT - R R EFERHIZOW IR S 0,

® TEHKMNA VX B a—7 3 —AGHEHE 2008 (LLF, 1 FRR@EE 2008 LHE9) X0 1E
STz 1 Fid, BrEACoRMEZEAL U, HEIZG U CTERARMNE A (PDF) b
FIRI L CREA %, 2 ToORKIISLETITAR,

(I FD3IT)

O T FFodlZEE 2008 1%, PRk 21 F 4 H LIRRICAGR S NI Fi =3O & 72 5,

@ LR LA DEE T ICOWTIE, [T Fio#iZEE 2008) 12 L A1ER - I S n s & o TiER
AN

O H LOEEOWET, BB L IIHHMER (BRI AR S A7 RERIE QN 5# JSiE
DPEREN 2 S, FBHTREANBPKREL LD EEAICIT T FRSKRT S5,



3. IFDOHMTH-T

(1 FEC#ZERE 2008 ([2RBWTiE, MERDEICMRIZ L 2R CTORMHCEZ, PDF 7 7 AV
(R DEABARTORMZIARL LTV D, 1HREFMT 2 FAIMIT, BB 5 HEIR L TR
T2 2 ENFRIT, ERERETO T TEREIC X > TEMEEIZE U TMRICHIT TORME 2 KIE L
THEWo & &L,

P BURD T FIZoW Tk, PRI PR 2R O OO P 3K PR AR A AR IR — A =i
BT NHRTE ShTWD,

BUR T TERSA VF Ea—T +— MMEROF5 & ) (> TERL - 29223, T F DJAR
RZWE A, ERBGICAR L TOLIEHRSC T FAERRHICRH L ERE I >V TR
MREFH~DA 22 —IC KD HEFIEE PR L REISE, 1 FOFAMEZESD L LENDH D,
Fio, BERUGT SN EOEEFICETL2FHICE L TUX, I FASGEISND X TORIIE, 4
LS ORIERE R T D IRASCECI I B CEE, H DO TELE G E R SE WAL T —
BRI L AR LT D & L bic, T FOMEMAICHTZ - TE, B OB SCE % E3
A PR S AR s — AR — U THER T B,

2p¥, WIEM AR EMORMAO S BRBE TV D TERRAAE < T ERETOFRTERD
(CBIT A SIIAGREHEICED D Z E3H Y, TOBHWICIEHAEETRETH D,

4. FIAZELTOEER

[ FAIEAIMISEORFEEBICBNTRNT ZENTERVEEMERFE L OEH L THE -
VW, UL, MEESLERMERL 7 nE— g v a— FEICE AN LY, SR ENEIR N,
fh e LRt CE 2 HHICIZA T ERAN S 5, 1 FIXARROGRHEHEE 2T T, YkEED
ORIEPEIENER - LT HHOTH L2 b, il - RBUTHN A Z T S5 HB00n2 &%
Eor AN SYIRYVAN DR AW = A A AN

FLBUEAERIT, [ FAH ETHRMICELZMTT 2HREM THY | 4% A F—F v T
DA% b E 2 FEFE EORERBNCHA L2 K S BE LIER S T 2 & 2 8fE LT
WMEENTO2REND D, (2008 49 A)



B R

I. BE(CEET BIHEE «--roreerererrerrrrrnnna, 1 VI. 22 (FHRLOFES) (BT HEE-10
1. BHRDIRIE ---vverrrrrrr e 1 1. BERNABE FOIEE o 10
2. WRDAREH - WEIBHFE e 1 2. BRNBETOEHE (FEBREEE) e 10

I. AFICBET BB o 2 3. PEXEFMRICEET IEALOEELZNOEARTO
1. BRFEZG e 2 4. BERUOHEIZEETAERALOIELEZFNDERT1O0
2 G 2 5. BEEBRESRNARE FOIEE oo 10
3. BB SRR o eveeeeer e e 2 6. EEAEAMISEZOEHE VMBS E e 10
4 BFEBUSS TR e, 2 7. FEHEAER e 11
5. 1t$% (ﬁ%lf) ............................................. 2 8. E'H’EFE ......................................................... 11
6. -LE;E%\ gu%\ mﬁ%\ %E%%% ........................... 2 9. %‘Eﬁ%,\gﬂ:glé_ ............................................. 11
7. CASEEEBEE e 2 10. I, ER. BIREADEE s 12

M. B (CBET BIEE - rerreremrerererrrenanas 3 11, INREADIEEE 12
1. IR LRI v 3 12, BEBERBRERERICRIFTEE s 12
2. AN SDEREEHTICETAREM s 3 1 3. BEIRG 12
3. BN DFERSER K v 3 14, BRALEDES o 12
4. BHIID DEE R oo 3 1 5. FOMDER - 12

IV. SEZBHF BIEE ----rerrmremrrrnernn, 4 T 6. FDffeeerrererre 12
1. Flfige e 4 IX. JEBRERERERICEIT BIEE - ---reremrmrereneans 13
2. BIRIDERRE v 4 1. BEIBSHER---- v 13
3. gj\lﬁﬁL ;Lﬁ“@ﬁﬁﬂi(:ﬂ?’éli%" ..................... 4 2. %ﬁgigﬁ ...................................................... 13
4. BHFIOEBEEETIZEIFAREM e 4 X. BEHMEIECEET BIEE  -reeverereerereees 14
5. HBELER USRARR DI - evrerrreeeeerrmmnrrnnneaaaas 4 LI i ST PP 14
6. thHlEDEELIL (GEBILZERIZE(E) vvrereremrreees 4 2 HNHARSUILEREARR - - -rveeeerrreerererene e 14
A~ 1 5 3. BFE - fRFFLR e erereeee e 14
8. HEMPEAHIRERIE  ceeveeeeerreeenernnnneen e 5 4 EEFBRAR LN E D IEE e rrrerrrrennrrrnnnrnnnnnrnnnnnnans 14
9. BIFIRDEED DRETBIRERE weeeeeerrrrerrreaeaas 5 B . FREBGEHEEE e 14

10. %ﬁ[j;’:g)ﬁ;jjmﬁj\o)iil ................................. 5 6. @% ............................................................ 14

T 1. JIH o 5 T BBEDRME e 14

12. BATHAEEMED DDIRHEY)  -ovoererrrrreeneeeens 5 8. BI—% * BIFhEE e 14

13. BELIENVELREICEAT AFEHR--meee 5 O. ERSHAE R - vrrrrerrrrerrerrrar, 14

14. %wﬂﬁ ............................................................ 5 10. %ﬁﬂﬁﬁﬁ(éﬁfﬁﬁ E&Uﬁgﬁg% ..................... 14

V. BEICET AIEH e, 6 11, EEEUNEER B e 14
1. ZHBEULFNER o evmrrererreree e e et 6 12, MEXXTHEEN. BERUVAETHEENED
2. FAERUHB 6 FERABRUFDARR v 14
3. BEERHf e vevererrrrrerenrnnnnnrnnnnnnnnnnntt e 6 13. EEEHE. BIMERAXERARVZIONE1 4

VI. EYEEH(CRT AIER e 7 14, BEBHR oo 15
1. EBZOCHEHBLANRLEENE 7 15, BEBEFIREERICET B e 15
2 EEIBQERR- - 7 16, BREO— R 15

VI. ZEWEIREICRET BIEE e, 8 1 7. (RIEIAIT EDEE e 15
1. MAEEOHTS « BITEE e 8 X I. SCHR-rrerrerrrrrr e 16
2. EEWNSEEIRAY/INT A — B v 8 1. B FASCRER e 16
B, DRUR e 8 2. FDMDBESHR-rovrerrrerrrr 16
A GPF eeeeereereern 8 XIO. EEHE i, 17
5. AR e [e} 1. FHSE COFTTIRG e 17
6. BEHH  creeeerrererneenn e 9 2. I BT BEEER SR TERR v eveeeeeeeeerrnnrereeeens 17
7. BHEICLEBBETE - e} XII. fFE e, 18

%o)ﬂﬁg)ggléﬁ*_l, ................................. 18~19



. BIEICE¥ 5EE

. FARORE

WA B ICRE SN TWAULFTH D,

=R ST S AR R S W AL T A kR R e A B UL IR Lo WAL L7 i
FHFIC, RAREERIEF 2 1 2 0 @ (16045 A 31 ) | ITHEWBGERGE L, &G

INEbDOTHD,

. HROBRPHN - RAIFEHE
(1) AREFNIAY TGS, 24 V7R, By vHE), v 7Y 7 (R3O A FEOAZEZ K0
A NS Z DO D 2 L 2RSS UK L7cR=X2E L, & IR Lo Wikl L

T2 =X A/FNTH B,
(2) ARG A Z v, HIERE, TEH, THRICBIT AEROUEZ B E LT S5,



I. AICEI SEE

1. FR5E4
(1) 4
= EEY T % AR
(2) *4&
Sanwa Ogonto Extract Fine Granule
(3) AWDHE
it MBS ISR STV AILEFATH D,

2. — &4
(1) 4 (En4ik)
P
(2) *4A(@WAE)
ogonto
Q) RTL
7L

3. BEARETHER

(Z8) AANOFERSZATEOERKD IO, FFET 2 2 LIXTEIRVA, FHETH DL EEHED /A D
U EWERRDZ ) FALYFUBmRERETENTND,

CsHoOr O O| Q

(o]
HO COOH o
O,
OH O OH
HO H
COOH

NAHAY Y o

4. PFARUVSFE
ARHND F %713 4 FEOAEFED - DR E 2,
(%) A BV (Ca1H18011 @ 446.36)
T VFNY T R (C42He2016 :  822.93)

5. k28 (MfE)
AN

6. EA4A. 4. BE. BE5%S
iesET: S—35

7. CASZRBES
PR



. BRI Y HIEE

1. MELEEIEE

(1) 48 - 1K
WS BOMART, FRAFEZH L, BRITHL, &,

(2) BEHE
MU ER e L

3) WmiEtE
Wi PETH 5D,

4) BA-BR - EER
MR L

(5) BIEEMRBETEH
MMEE L

(6) SERFEH
MY ER e L

(7 Z0tOELREE
BRI L

2. ANRSOEBEHTICETLREN
=i - HEMRE TS FERLETH D,

3. BYMRS DHEBHARE
Aoa, AV I Yy 2 EHEIJu~w NTT T 40—

4. BYMRSDEEE
NATY v D ik e~ NTT T 44—
TJUVFNIF U . WHEIa~ T 7 40—



V. ®&IIZEE9 %18H
1. HiH

(1) FRoORZF. HERUHER
WS ORI T, FRRAREFELHF L, BRITH, B,
(2) HEloMmE
Wi . BJEEA
@) ®Aa—F
P 0 S— 35 (K mFmE)
4) pH, BBEXL., ¥E,. LE, REOERURENL p HEEE
YL

2. HAOHRE

(1) HIEH GEK) OSE
A1 HE (7.5g) ., TRROHESEKB-XZX4.0g25HT 5,

AR 4w 3 v 4.0¢g AR v v 3.0g
HE # A4 YV U 4.0g HRE Yx7¥%¥7 3.0g
(2 &Hmy

FRIEA - KT, hUERaT T Ty i e—R BT ATy —fbT T
BHImA . B MK A R

3) ot
AR

3. BAH. AFOSBEICHT HEER
L2

4. RADEBBEHTICHEITIRENM

B &
175 M 7w E PE*
P EikR 5 4F LRE
L 40°C., 75% 1RFE | 644 e
RUzFLoml Estinh 51 HE
o 40°C, 75% 1R | 61 M BTE
k B MR, fERARER, MR, X AEE, TR, WAEER

BH &L

AFNT, BIR LT VWK =X 20720, BEMRZR IR HSREERLETH D,
T2, BHBRIRO WSS TV ) e T E T A A IR/IMED B E B,
U BN EOEF & EicE c RV SR PORBICANTHRETHZ &,

5. RRERUBRREOREN
Y LR

6. fh#l &L DESELL (HMEEFHEIL)
HERR L



7. BHH
P - Y A

8. E£WMFHHARE
AR - B - BEWIRE BRI ERL

9. HAPOEMRS OERRERE
FoIA XAV hVY Uy o EEI/ua~ N7 40—

10. BATOERSTDEEE

NA T D ke~ NTT5 T o —
TVFNIF U . WK~ NI T 7 40—
11. AHif

BARSANA

12. BATHAEEMDOHLHKED
MU E R L

13. BAERLIENAVELERICEHT 515K
Blio7Zp L

14. ZDih
Briz7p L



V. A%ICEY 51EE

1. BREXIHR
Wads Zov IEARR, W&, T

2. BERUHAE
BE. KA1THT7.5gx3ENZHEIL, BETELIFEMICROKET 5,
¥, . JERICK Y EERET S,

3. ERERRHE
(1) BRET—2/3v45—2 (2009 £ 4 ALBEZESE)
R LW
(2) ERFRZER
MR L
() ERFRFERER . BAMHER
MY ERR L
4) BRMHRER . AERIGERKER
MU ER R L
(5) REERIBIER
1) #BEALFETHERGHE
EMEEe L
2) LEBEAER
MU ER L
3) REMHE
MY ERe L
4) BHE - RENFR
MM ER L
(6) ABRMER
1) GAAERE - BEEABERAE RHAE) - HERTHRERFAR (TIRREKSER)
M LN
2) EABEHELELTERTEOABTXIIERL-RBROBE
BARSANA



VI. EHEREICEHY HEB

1. EEZFMICEEHSELEMRITLEHH
(%) TL. 3 WMEARFFENX] 22HI52 &

2. FBEER
(1) {ERBREL - 1ERBF
(%) G- HEERY
FWVESBREF OV RO S 52 MEE Gk
O EE @ Ik, $H. $HIE

X OEAKRE (VEwIIZ50w)) (JEPLARARZ L ZEESR KL TEALW S, KRE
FLEICEL, EEIMTESH D 2R OISR E T2 L2009,
THItE, KENEZDLL D REENTHILE2BELNIZLHHD Y,

(2) FEEEFTHEEBREE
MU ER e L
(3) EFARIEFR - B
(%) mlwEiER TE% LigM FREIZ 5 2 8255 O ks ¥

WAL X A (1 [FF2.5g) ##&5 L7z 20 Bl DWW TR E 721X FHRSHEAETHETO
B TR OFE G R, 1 ENE 4 41 (20%) . 3 BILANIE 15 41 (75%) L A eld 12 [B1C 1 451 (6%)
HV.1H3IEIORETHEICTSE 4RI THoT.
J BT AV ARRYYE O B AR T B E 24 RERI N6 T2 BEE & STV DA, ZhuTxf L,
WS A e LT ER] CrIE: - FROERRFRIX TR L 2 Th o1z,

Mg M- - FHITE R £ T OREHE
(&R H#HE 20 1)
~24 WERE | 116 (55%)
24~48 ¢ 6 %5 (30%)
48~T72 HEfE 251 (10%)
72~96 H#fH 11 (5%)

REAEH
T3k (), EFRIZFE, MER. T,
i, MR PR 0%, TR 3 [E], 37. 8 CORMERYD, HMEHTX A% 2.5¢ 5,
BUCITIER S L, e TRLHAL TR BR2EEEER L, FHRORBIET
1L 36 CITFEA L TV 5, B FIRZICHEN 1 EdH o7 &) T & T HEmIER-o 7
DD ) —EESET X 2 2% 5 L CUEEAK T LTV,
ZOERNTEE S E 2 [FRE L TWB N, 1EB O#KEG% 2 ~ 3 B CIZITERIZ MR
LR AN RESSIECh T2t B2 BN,



VI. EYEEEICEET 5IEE

1. P REOHT - AIEE
(1) AELEDLGLFEE
MR L
(2) EEOEEDERRS
MR L
Q) HERABRTHERINMPEE
MR L
4) dhisE
MMEER L
6) BE-ftRFEORE
I 242t (FALOZFES) ICBET5BE 7.#8EERI 0mEz2ETLH &
6) BERGREaLL—Lay)@iFicEYHBAL-EDERNEBREESER
MR L

2. EMEER/INNTA—4

(1) AVR—=FAVFETFTL
MU ER R L

(2) BPLEEEH
MR L

@) NAFTFRALSEYT 4
MR L

4) HREEEH
Y EE e L

®) QU7 VR
MU ER L

6) HmaiE
MR L

(1) mBPEEHEEE
MR L

3. IR
MER L

4.

(1) Mik—RKEMEAE
MR L

(2) Mm%E—iREREMEEME
MR L

@) HAA~DBITH
MU ER R L

4) HME~OBITH
MR L

6) FoMHoBEB~DREIT
MR L



5. {Ct
(1)

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

3)

RS R B RS

MU ER R L

RFICBEE 59 5Bk (CYP450 &) D4 it
MR L
PELEESNROEERVZOEE
MR L
REPOFHEOERERULLLE

MY ERR L
FEERBYOEERB/INSA—4

MU ER L

PEt BR AL B LR RE
MR L
HEitt &
MR L
Pt

MU ER R L

7. BREICLIREE
AR L



. Rt (ERLOFESF) (Y 5EE

1. EERNARLETOER
AR

2. ERNBEELZOEH (RAERZED)

(2 R] CROBAEIZFEBELEWNZE)

(1) 7/VRRTa HEDBRE

2) I A —DHDHHEE

(3) f&H U AIMFED S % HBFE

[(D~G) : 2 b OEBEWERNELLTI2B8Z0AH D, ]
(PR )

WA 53 4F 2 A 13 AfHEAR G RE®ES EIEFE 158 5 7V F LY FUBELEGHT HIEK
OB NI ONWT ) (IS &, 1 HEE U CRARICHRE LT 2. 5g ML EOH R 2 &4 % A
Thd=d [H£R] Zitd L,

3. MERXIVRICEET SERLOIELTOER
V. ;REICEAT HIEB) 22T 52L&

4. RERUVAEICEAET SERLOFELTOER
V. AEICEAT SIEB) 22T 5L

5. RERERBLTDER
BARPA

6. ERLEKRKIR L TOERRVLESE

(1) ARAOFEHICHTZ > TL, BEOIEURE - ER) 2FBE L TEE5TH L,
¥, RiEHoICBIZE L, B - FTAOUGERRD LW EEITIE, Mk AR T 5
ek,

(2) ARANIH YV UREENTNDOT, MIFH Y U MELCMIEFESEICHoEE L, BEIR
D ONTHEEICIT G ETIET S 2 L,

() OB HRAZEE20HT LA, GAEKOEHICERTDH &,

(#H)

(DEEAEFOX Y —RBOMEFER X570, EHEFZOEZ FE#EZE L THEAT50ER
Mkt & U CERE L 7=,

Q)BT b DI, 2L DEFLFICERSND, ko CTx % 2 0F| 2 EHEKE 59
HEE7 SRR T BIERANBNSCT 250 T, EEMEZE L R Lz Vo9,

) =X A/AN 2T 2551203, BEETLEROBIMEARE CH 5 -0HE Lz V29,

10



7. HE%H
(1) GtREESLZTOEH
BARPANA
(2) GHEZEELETOEH
HREE (BFRISEET S L)

KA 4 F Bg ARE AR - HEE 5 ik BEFF - fEBRIA T
(1) hoIIERRA @7 v RAT a ERDH 6oL T < | 7 F AU FUBRET
2 JIUFNLI)FUBRUED | 25, FMIPRANTIRAE TD A Y
BEZEHT HHEA Fo, EAY U AMIEDORTRE LT, | vAHRIREERN2 D 5
@) IL—TRAKH AR =RH LR LD, e, MiEA U T AMED
ZurkEI R (TER7RITERM ) DOEZM) KTFAMEES D Z L
TH T R FEABND,
4) 772 FRFRA
N7 aVAFT YR

(FHH)
BRFN 63 42 A 13 B EAREEFEBEI FREFE 185 7 FLY FUomEragh T HEHE
D FARUMNZOWT ) IS, ERRoftREE AL E L,

8. ElEA
(1) BMERDOBIE

AR i (A P RSG5 D B FH S8 BB EE DS IR & 7 % A 2 FE i L TUveunized, FEBUBEEDIT
AHTH S,

(2) EXTEMER & DMER

1) A7ILERFAOVE K4V 7 AME, fE R, U A - KEORHE, TRIE, KEHN
BOBTIVRAT O ERH LD ZENRHLOT, #BE (IEL ) v MEORIES) %+
ATV, BEPRO ONLHEAITEGEZ R L, U U LAFIOBRGEOwEY) 72 4L0E 21T 5
ze,

2) SAN—EBH IV TAMIEDOFRERLE LT, IANN—NHLDLNDZ ERHDHDOT, BlELY
FTAT, BIR, DURRE R « BRSO BE RO DS AICIT R EE IR L, Y T A
FOF 54O Y) LB EFTH 2 &,

(FEH)
WEFN 63 422 A 13 HfEAEEERE®EAS FBE 158 5 7V FLI FUBrafid HEE
S DB OWNW T ICESE i LT,
) ZonftnElER
M L7ewn
4) BEEAIRERARREERVEBRREERE—E
MUER L
(6) EWRER. SHHE. EEERUVFNOEEEERANORIIERATEE
MY ERR L
6) EM7LILX—IZHT HIERUVHEE
MU ERR L

9. BEE~DESE

— I EEEE TITAEBEEREME T LTV DO TRET2HEET L 2 L,

11



. EIR. ER. RIBF~AORS

IR OGBS D L APEIIHESL L TV R WO T, I lm SUTIEIR L TW D HREE D & 5
I IR TR LOARMENERMEZ B D SHET SN 250K ET 52 L,

. INRFEADEE

ANRTET S D ML LTy, [EERRERD D7y, ]

. BRRERRICRIETRE
AR L

. BEHS
DR L

. BRALOEERE
Frlz7a L

. TOHDEE
FrlizZp L

. E0ih
HERZ2EIER & HIHIER B X OZ ORISIZOW T OREFERIL. EEREREENIS~Y =27 v
PR L E AR e R — A~ —37 http://www. info. pmda. go. jp ([ TRITETE £77

12



X. JFERERSERICEET SEA

1. FEHER
(1) FEhFMIHAR (TVI. EHEB(ICRETSEE] SR)
(2) BlIREERHRER
MR L
Q) HEMEERHER
MR L
4) ZFothoIEEHAR
MU ER R L

2. SMHHER

(1) HEHSESHEER
MR L

(2) REHRSSHEER
MR L

Q) HEFHFLEEMHER
MU ER R L

4) ZFothofE=t
MR L

13



X. EEMERICEYSEE

1. HAHRX5
B AA

2. AMHEMRIIERAR
MR 54 HHERR)

3. ik - RESK
Wil Lo 0o T, HARIEERE L, B PR LW E ZAIRET D Z L,

4. EHmMBFEOLLEDOIES
(1) EBTOEYHWLIZDOWLT
Bric/e L
(2) FERRFFOIE (BEFICBEIRELEETIES)
AENTRABIERE N DT, PRBEIRONS MK (VT v AR 72 8 ThHaLizga,. W
BOBZNRDH D, 2D LI R ZIT =56 1E WRICKAMEDOHILEHIET 5720,
AR I BE CBHRA & cm e LITRE TR OHEEZTH 2 &,

5. RAFHSE
M L7g0

6. A%
500¢g (&)
2.5gX300%4 (5HH)

7. BBEOME
TV A
R =F LR

8. Bl—hk% - RE
[Al—psy. [RZhFEIL R

9. EftELESEAR
AR VAN

10. HERFTARAEABRURZRES
WERRAEAH : 19864F7H18H
72 2. (61AM) £359 7%

11, REEFEREEFEAA
1986410H30H

12. PREXEHREM. AERUVABERTEMNFNOFABRUEORE
M L7g0

13. BEERE. BMERRAREABRUVZORE
Y L

14



14. HEXHM
BA=ROANA

15. BEHRHBERRICEAT 51688
AN G HAR O HI R A 52 1T 720,

16. £Fa—FK
e 44 JEAE S5 848 S HL e . o .
. e P HOT%EHHS R R LY hEEa—FR
=R T AR BT E s o — M
500 g 109830301 5200009C1024 615101279
300 Al

17. REBFLEOEE
FrlZ7e L

15




X 1. Xk

1. BIAXE
1) HAEE fh: EHEE~= 27 (RBREERE & AR SiEHRRE 229 (1996)
2) IHESERL/ANMAICE - Kih REES SRR FEMFIEH 252(1982)

3) RFEHR : HH[EEE Kampo Med Vol. 60 No.1 8-10(2009)

4) fEHEN BARREEZSRE  EMEO-OOEGFESRT XA N MEILE  124-129(2009)
5) HAREMSH  EAIRKOABC EFEPE pld, p29-31(1992)

6) [HEFEES, KEAT : AF AT v 7 DT DEFH IO IR 3G FEIlaE 34-37(2008)

2. ZOHOSEXR
A TPR L

16



XI. E&H
1. EHENETOHRTRR
Y LR

2. BB HBRRIRIER
Az LR

17



XII. &
ZDhDEESE
i A S 451)

Bl E HiER T LR FRIE IS 5 EmE 5 oM B ik 1)
EEERRRIZ BN T /v U A VA TRYYE & HEE S DR NHE 20 510 ERE B,
W&t R FEE A PR, D2 OBGRETHAIUL, BWELGNANRGENZ N EEX DL, HE5HEH
B L7z 20 B, B RIEDS 1 [BI7Z 5720 DI 4 61, 20%, 3EILAINTZE 726 DIE 15 fil, 75%72 - 7=,
& FRIANE 263 5 F COMRRIE, 24 FERLAN D & D28 11 i, 55% THELL . 48 FERILLN D &
21T, 85%77 ~ 7=, ZAb 20 FCIWT, ABRIBE A B A 5EFNITR - 1=,
MR IS BT D AR B OBE SRR —ES5GAePoic— (OHk2)
2005 FEDAZRIZ 7 v 7 A L ARNRIA & HER X DR FRES AT LTz, T OBRICHE A IXESGE
AW TR R A F i LT IER 2 2 < BB L7z,
B MR THAT Lo BB BRICx L CH A ITEE G 2 H W=, FECAESThH- T,
T IRMEHIBROBEOREKE L TESBIIAENTHDL EEZ D,
P B O AR (3CHR 3)
WA (ALUER) OIRBRG & 4 JEFIH S,
NG9 2 EAER & L, PR 2 29 5 2B IR SIXEmS G OENR S W K Y IcBbind,
EFITEICAOH D THRIEESEZ 2T 5 2EHIHK T, @ROIEREZA T 2FITEHSGEZ AT
5o [F5RE ., BMEMEEELL T2 LORENH LN, R LW IIERITDEE DR TH Y |
[R5 & DBHR OBRITES S TIRETE 5] ©T UEFI1) & UEfI2]) & UEFI4) Tit.
M) & 2WIE TEH ) & WD SRR B o 7o S B GT21 TR G- L, R EAEZRIMZ 20 o7,
FERLE LT, HEBHE T TIHET D ZENTE T,
CEFI1) 18 5% ()  FFF : T, B8R, NEmH:
&, 38. 5COREMNHBL L, 3EMEM: L7z, FH 10 [ELL EoEM: & FFL g%, 39°Co
B s, B BIXFR 4 E],SORBUT TS - 7228 I KRB LWER T4 2 Y
= I%2, BEKIIHLIN . BEXDHZ LITTXR0,
R BRI AN DR SEREE W L, mEGE G, KX TRLER 2R <
TR 1T-0PE R L 7=, BH RIS T L A EOERITSE LT,
GEFI2) 30 5% ()  FdF : FHFl. B8, &M
H-X KA MEL L, BH 39°COREN 4 HIZ 1B T, Fx H 38 COIRELL IR HBL
L7272 %7 ) = 7 %2, BERIEEXP,
PR B EZFT RN D ESEREE 2K L, BEGE &S, BH LMK ER.
THIEAR L Fe o723, 38. 5 COREIIRV -, TOEHITHNLMA LK NEL 7
D iE% L7,
UERI 3] 135k (") Fik : NH. I8
9 & AKARRPE TR SEIHEBL L7z, A B s 3 EIOKEME FFL RN H 0 0
27V =y 7 &% Uiz, IWHSORBETIE, IR IR TH D,
FRIE SRR RN D EESGREE BRI L, BEGERG, Y HRICIRIEL T,
AT TR ETR 172 < SHIED RWERE DR EE I - 72,
UEFI4) 36 5% () FiF . TH. I
N9 & AKARME RIS 1 [BIHHEBL U7, BIERDH D, BETO kX503 H 2 28 R
VN, FH MR & ARERVE TR TIRIHEL L P RICS 7 Y =y 7 22 LT,
Bl RS ESAFT AN ESEREE 2R L, mEBE RS, YHICRAL T RITT
FdZe< R b Uik Uiz, Bal, TRITZR < JER b 7 < X ToER Tk EL T
B L7,

X UERN 1] ~ DEF 4 ] OFEHARITMAEOME T EEORIL L 1TZVRAZLZ TRUH L TWET,

18



Fife A JE £51) STk
1. AEBRGEETZER RE&ESR  HEESE Kampo Med Vol.60 No. 1 8-10 (2009)

2. BILRFRFBREZ LG () MES R FHE B FEd : B RESE  Kampo Med Vol. 61 No. 1 68-70(2010)
3. BRE - 7 V=v VBE MM EHORK #4359 5 35-38 (1996)

19



	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

