2011 4 5 7 VR (35 1 10 EAEREERLSESS 875200
EEXESAM 3 Ea— 27+ — L

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

2 R A

=M BEBEENZZ ITXX @k

(JamZroixvhrbw)

Sanwa Ryutanshakanto Extract Fine Granule

(S—14)
#l i HRLA
GkE Rk
K1 HE (9¢g) . TiOEBEBEIFGKEZFX5.8¢g2E07 5,
HE ¥¥Pri 3.0¢ HE ~ » % 50¢g
= HE A v 3 v 3.0g HRE W v v v 1.0g
Ak - 58 (WA HE % 7 v % 3.0g HE # > Y%  1.0g
HfE 7 v v 5.0g HE VaouXy 1.0g

HE ¥ 4 v 5.0g

M EREFG (VauXo vy by)
4 : ryutanshakanto

8E - mAKESEAR B AR e o KERAE AR 19864 7H18H
Ol R £ R - MMM EE N HE A R 198641 0HA30H
5% F A A8 % 5w B A H :1986411H 18
BAZE - BUE - @A - % | gagosn o = Rk R KR 2

5t - 121 - RFEStt4

EEIERELEOERE -

BEES - FAES

SRAR SRR SRR R

Huwahe&ED TEL 03—3834—2175 FAX 03—3834—5294
ATF 1% 2010 4F 10 AT (55 3 W) DRI SCEORCHUT HS AR L7,

BOIT DA SCEAGHIL, EIG BRI RIE AR — A X— http://www. info. pmda. go. jp 12T ZHERL 72 &
[N




I FRIHDO TG & OB — B ASsE AT 2 —

1. BELA VU FEa2—7 4 — LMEROBRE

E%%E%%@%ﬁ%ﬁ%%%ﬁ&Lf@%mzim%ﬁiinF W CELEBT)NH D, EHE
BUGCEERD - SEAIRRSE O EFRIEEE ) B EBIC LB RIS O BB REZIEH T 2 821E, A
SCEZFLH S TG A AT 5 EIZERA 72 Fei’é&ﬁ%%?‘g%/\ﬁ%é

B ClX, YRS OV CTRUESERFE o [ 3K Y F S IS IE R OB IIFEROE %% L CIE#
%ffﬁm LTHLLTETWD, ZORICHERIGREMENICAFTLZODEFEHRY A MELTA ¥
— 7 — LN LTz,

WWMBE HAAWRPEEAIRTZ (LT, BRI ERET) P 2/ N ERES) TERLA V2 a—T
—2A (LU, T F ET) OMEMFIENC T FitdikX2RWE Lz, TD%, EEEFE T IEONC
BT EEIAEHR = — XD L& T, Rk 10 4 9 HIZ BRI 3/ NEERICBW T T Fit#l
BREOWET M T,

FIZ 10 AR L7 B, RS TEFHOAIY T CTH 2RI VT Th 5 R B O AR, ﬂ
Tl o THE - FERBEIIRE S B L2 8 2% T, Rk 20 4F 9 I ARRERIEHREE R
WCHT72 72 1 F RRd B REA R E ST,

2. IF&ix

I Fi T SCEEOFREMT L, BAMEOEREEEICE > THFEBICLER, ERELHOM
FEBOIZOOER, WHERFHOTZOOER, HHIOT-DONEHR, EEGHOMEMHOZDOMEH, K
%m&$%77@t®@mﬁ NER ST RERMEN O EIR LR E L LT, BRE R EEZ
RE L, HEAIAISE D 72 6O |2 Y 3% = 3 5 O USRS I THERU ORI A R IE L T2 PR & AT
Y AR

el U, BRI - BURR SRR EICED D b 0, BUEEZEORAIZS ) A AT 2 b D K OFHHIE B
OEEAM « HW - BT ANEFEEFEZX ] FOGESFHEL IR LR, S0 5 & B 5t
iz 1 Fix, HARTE S35 - P - BREIGT D & & bic, RERMEET I LD L) RiHkE
FFHoZ LxRifEE LTW5,

(I F o]

OHASITA 4], BEEX L L, FAIE LTIRAS > MU EOFR(MFIZERL) TRedi L, —@kly &9

Bo 212U, WIRMSCETHRYE - RFEEZHWESEAITIE, ETEHEATIIZNCE LD LT 5,

@1 FRl#EEIC S EER L, SFHBAAITT Y v 7R TRLET 5,
@FMOFLHITH — L. HRICH T CTHIFEEEHR D [T FAHOFF OME] oL LETHT L0

L, 2HICELED D,

(I F DfERL]

O 1 FI3FERIE UCRIAIO B 5205 (NAAL, EHAL SAHAD ICER S5,

@1 FICi#kT 25 E L OESNEL H PN RE Lz [ F LI =4 %,

OUMT TEDONELFTETH LD I FOEEITH > THERBERMNTHIND,

@REEPFEOKREFICET 2 b0, BIEMEORIFIES ) 2 BT 2 b O K OFEAFI 2 1% U O EEAES

FH DR - CHIWE - 2T R EFHEIC OV TR S v,
©® TEHEGA o FEa—7 +—LF0a EH 2008) (LLF, [T FARdiZEdE 2008) &B&T) 1T X0 Ek s

721 Fid, ETEATORMEEARE L, SN U CHEARINE S48 (PDF) MSHEIRIL T

M7 5, B¥ETORRIIVLETITR,

(I F D31T7)

O I'T FodZEE 2008 1%, Pk 21 4 H URRICAGR S NI Fi=3 O H & 72 5,

@ LS DEFERIZOWTIE, [T F sk ZE5E 2008 1 &k B 1ER - $203mE &5 & o TidRwn,

O H EOEEOKWET, FHFAM R UIFHMERE R BRRFEAN) AR S 7Rl QNS o E DL
KENR SN, BHTREABDBRKE LS LD THAITIT T FAKET SN,



3. IFOFAHICHE-T

[T FRR#ZEaE 2008 1BV TIE, /RO FICMRIC K DA TORMICEHEZ, PDF 77 A1k
LB IR TORMPEEZ AL LTS, HFREZFHT 2IEARL, &AL OHIB L CRIHETS 2 &
DFAIT, EEEETO 1 TEREICL > CIMEIDS U TMRICHR® CoRt 2 kE L T Lo &
L7,

BHARD 1T FIZOWTIE, BRI AR AR 0O e 3K 0 R R AR SR i AR — A — 2 gl
BEITREREINTWD,

RSER T TEIENA VB a—T 3 — LMMERROFF & | 1H> TERL - #2595 2, 1 FOJRA%
BE 2, EERBGICRE L TWAERSC I FAERFHIFLHE LEEW RS IS OV IR BEOMR %~
DA UHE2—Z X D EAFEEH DNNRERESE, [ FOFAEEZEOILENH D, -, bk
BETSNDMEH EOERFICETAFHICE LTI, [ FAMGIESND £ TOMIT, YakEIE 5 o R
EENRUET DR SCESLCBE L CES . 5D WO IRE G E RS E M ACE Y — & R 451 L v 3RAIAT
MEHLNEETDHEE BT, T FOMHICH - > T, BB IR SCE % 12 38 5 2 5 2 T i 2 —
D=V THERT 5,

2B, MEIEM AR EMEOMEDO S bR SN TV D TR < [E25E ToORFERD 12
B 2EESIIARFHIZEADL ZENHY, ZOBHRNTITHFIEETRETH D,

4. FIRICELTOEER

I FZ23AESED B HEBICBOTRNT I ENTERWVERLFRFEE L OERALTHEE 2, L
L, MEESCERAERL Yo~y g a— RECIDHAANIC LY, SESRMENERGERE LT
AL CE 2EAIIIA T EMRAR D 5, 1 FIXHFREOGEEFEZ I T, YiklEK S O MIEE3ENME
B BTS20 TH DL LD, il - BHRICEHNEZ TS5 G20 EEREBL MR TR
X2 5720,

FRECEIT, I FAHS ETHIRMCEZMTET DIEREM THY | 5% A F—Xy FTOR
PO E 2, HEELORERENEMLUZ2VWE BB LIER I TWD Z & 28 L TERa2ItH
TOHMEND D, (2008 49 H)



B R

I. BE(CEIFT BIEE «-roreerererreremrreeranna 1 VI £ (HFHELOEES) (BT HEBE 10
1. BAREDIRIE --vvvrrrrrr e 1 1. BERNBEE FOHE oo 10
2. BEOAEPH - BAIPBEHE oo 1 2. BBNBLZOBEH (RABRESD) o 10

O. AFICET BB s 2 3. MEERISHRICEET HEALDER L TNERT O
1. BREEGG evvrerrrrnrrrrrnn et 2 4 FAZERUBESICEETAHERLOEELEZFOERT10
D B e 2 5. EEREREE ZOIEE-eererrr 10
3. BT ULRMETE e, 2 6. EELEAMIEL FOEARVMESEZ 10
A DFRBUGDTFE reererrrrerrnreraeeas 2 7 FHEAERR eerereer e, 10~11
5. 1t$_% (ﬁ%/ﬁ) ............................................. 2 8. E'H’E}Eﬁ ......................................................... 11
6. -E}Eﬁ%\ AL, BE. i n k= RLCLEC R PP E PP P PRTLPRLPR 2 9. Em%«gﬂ:&% ............................................. 11
7. CASEEEEE oo 2 10. T3, EIR. BIIESEADETEES v 12

M. B S BT BIEE e, 3 11, INBEADEEE e 12
1. MPTR LSRRG v evv e ereemmeme e 3 12 BERREEER(CRIFTEE e 12
2. BRSO DEIEEUETIZEFEREM e 3 1 3. BEIEE e 12
3. A DOFEERERE -orererrrrrrrrreeeee e, 3 14, BRI EDIEE - rrevrrerrrrrerrrar e 12
4. ﬁ;ﬁ&ﬁwi%l ............................................. 3 15. %@1@0)/1% ................................................ 12

V. ﬁﬁ“(:ﬁgj—élﬁa .................................... 4 1 6. F DM 12
1. FlfGeeeereerer 4 X. ;Fﬁﬁgﬁgﬁ(:ﬁj—éﬁg ........................ 13
2. ﬂﬁ“o)%ﬂﬁk ...................................................... 4 1. %}EE;&%& ...................................................... 13
3. EBE|. ABIDDEIEIZH T BT eeeereereneens 4 2 EHERRER e s 13
4. BERDBIEEETICE T AREM e 4 X. E;EE@$IE(:E¢6IEE ........................ 14
5. PELER USABRIBDILTEME - orerrrrrerrrrereennnnnnen 4 I - S P 14
6. MhHlEDEELEIL PEBILZERILE(E) reeeremereees 5 2 EANEARSI S ILERHARR - evverereree e ren e 14
7. EHIE e, 5 3. BE - RIERME e 14
8. AEMEEEGIRERIE  ceeereeeeeeereeee e 5 4 BEFIENFRUN LR - eeveerrrrrrer e 14
9. BFIMDEEL ORERRER R e 5 5. FREAGAEE e s 14

10. ﬂﬁ“qﬂw;ﬁﬂlﬁkﬁj\o)ﬁﬁl ................................. 5 6. @% ............................................................ 14

11 j:”ﬂﬁ ............................................................... 5 7. ?é‘igga)ﬁ-ﬁﬁ ................................................... 14

12, BATDTETEEMED 3D IRIE - reererrmmmemmrnnnnens 5 8. Bl —F4) s BIZNEE: - oeeerreererreermnnnn e 14

13, BEEIENDELBECET BB 5 9. EBSIEEE B R - oererrreerrrreermnn e 14

1 4, B reererrni 5 10, BIERERAEEFARURIETD - oeerrrrrnnnnns 14

V. BEICET AIEE -, 6 11, EEREEREE F Horeererrrerrerereree 14
1. BHBESUIEFNER o vevvreerereermemmn e 6 12. PEXIIDREM. AZRUVRAESTEENZD
2. FAERUEE 6 == E&U%G)W%‘\; ................................. 15
B BEEREGHE - rrerrererrrrmrar e 6 13. EERHERE B REAREAEBRUZFONE15

VI. EEFEH(ZRH T AIER e 7 14, BEBEHIR oo 15
1. FEPHCEED B AL EWEE e 7 15 BENRHBERERCET BHE e 15
2. EEIRAER e 7 1 6. BRE O — R 15

VI. EWEIREICRI T BIEE - oo 8 17 R EDES e 15
1. M EREDQHRS « BITE e, 8 X I.3CHR--rrerrerrrrrr e 16
2. ;igmgg;ﬁm,{a)(_g .................................... 8 1. g”sﬁjtmk ...................................................... 16
B DR rer e 8 2. %w{mw%%—xm}; .......................................... 16
B PR eeeeeeeeeeee 8 XIO. BEEH i 17
5. 1—t;§;j ............................................................... [e] 1. IU&*@’CG)%%#(/R .................................... 17
6. HEH:ceeresii s 9 2. BN BT BEEER IR IEER - oeeererrrrreeereeees 17
7. BHEICEBRBESR 9 XID. fBE e 18

ZDHDBIEE L --oovererrrrrrrrrrre e 18



I. SEICEY 51EA

1. FRAEORRE
ANREITEI T B TRERH ST (Bo L Uw 9 ALK LTl SN TV LA Th 2,
= ARG T 2 2RI R S DN TG KB R S 2 A U IR Lo gV RITRZ IS
L7z I, TEARSRBREFE 255 1 2 0 5@ (A 60 4 5 H 31 AfD) ) ITfeV R &S
L., KRSz bDOTh D,

2. FMOBERFH - BHIFHRE

(1) RFNT> ¥ B @), A7 I GES), #7 U rQRIE), €27 Y v0k@d), 4T HiER, k
UX(YIFH) . U (UiET), B U E), U2y R O 9 FEO IR ZEHIO M E I
EVESTH T ERRHATSE UK LB AL, & HIZIRA L9 VRIS U723
Frx 2A/FNTH 5,

(2) RANIIRER, BEED 20, BR, H T, BEEES, SV R UIRE, BEEEREE. +2W
s, BAKICEB T DIEROEHELZ B E LTLAGT SN,



I. AICEI SEE

1. lR5E4
1 4

=0 AT S AL

(2 *4

Sanwa Ryutanshakanto Extract Fine Granule

Q) AATDH%

Al TEER AT (B-oLLw 2 A< LIRS T0 A4 Th D,

2. —&&
(1) A (SHBE)
i AEE T
(2) A (@AE)
ryutanshakanto
3 RTL
7L

3. BEARETHER
(%)

AENDFREFITOFEOEIKD -, KrETHZ LT TEX RN, JFIETH DL EEH KD
NABY) VEHEREDO T Y F LY F ol EnagEnTn5,

HO

CsHoOr O 0| Q

OH O

NAhY Y

4. 3FRARUSFE

AAEND FEFE QD AIKD = O ETE 720,
(C21H18011
(C42H62016

(%) ~AHBY»

7V FNYF B

5. LA (WA
B4R

6. \ER4A. AA. BS. &

Reds : S—14

7. CASEiBES
LN

il TJYFILYF B

446.36)
822.93)



. BRI Y HIEE

1. MELEFHNE

(1) 48 - 1K
Mot DRT, FRRGFEFEEAH L, WIEHEL, 00,

(2) BEHE
MR L

3) WmiEtE
Wi PETH 5D,

4) BA-BR - EER
MR L

(5) BIEEMRBETEH
MYMEE L

(6) SERFEH
MU ER e L

(7 Z0tOELREE
MR L

2. AT OEREHTICETLIREN
i - HERE TS FRLETH D,

3. BHMRS OERHBRE
vyBrv, AvIL By BIVT VAT MUK vy AV Y Vavsy
W/~ N7 14—

4. BYMRSDEEX
NA T : Wk~ 777 4—
TUF N F o : Wik a< 757 4 —



V. ®&IIZEE9 %18H
1. HiH

(1) FRoORZF. HERUHER
Mo EORIKLT, FRRRFEZ AL, BITES, O0H U,
(2) HEloMmE
KiE . BREE
@) ®Aa—F
P 0 S— 1 4 (KaFmE)
4) pH, BBEXL., ¥E,. LE, REOERURENL p HEEE
M L

2. BA DK
(1) F#HEH k) OEE
A1 H&E (9g) ¥, FROEMBEFSEKR-FX5.8g25HT D,

AR YyEBrv 3.0g HRE ~ U7 % 5.0g
AR 4w 3 3.0g HRE W+ v 1.0g
HRE %7 v« 3.0g HiE v /v 1.0g
AR ® 7 Y v 5.0g HE Vaugy» 1.0g
HE ¥ # v 5.0g

(2) #&ho

BOEAL - BRI, bR alTrTy Rt =R AT VT 7 LT T
Bl - EREEEK S A R

Q) Enith
L7z

3. BEAl. AADHBIECHT HERE
R LR

4. RADEBERTICEITIREN

A BHE
17 5 M 7w E PE*
P =i 5 4F LRE
G L 40°C., 75% WifE | 61 A e
ARY T Ll =R 5 4 BIE
e 40°C. 75% 1R | 61/ BIE
k IHH MR, MERRERER, BB E., X AEE, T, WAEER

BR £ 5

AANL, R Lo VWK 20729 BEMZ IR H R EERLETH D,
T2, BHBRIRO WD EM(T T v U ER) 72 E T a T A AT R/NRO BEIZ L E,
U BFENI EOGRA L I R R CORBICANTIRET L2 &,

5. AMERVBHREOREN
BARPA



. hFEDEBEEEL (MEEENEIL)
UG R L

. R
LR L

. EMPREERE
WAEEER B R - A IREE SR HEHL

. RAIPOFHES ORERHRE
UxBry, Ay Ao vy BIYY VAT MR vy AV Y Vausy
WE/n~ 777 40—

. BHAPOEMESDEEE

NA T Y v D WK m~ T T 4 —
7 UFNYF g : WK a~ 777 40—
v lii

A% L2
. BAT HTREMED H S KW

BAEN-¢ VP

L BRLIESLECERICET H1FR
A L7220

. TDih
Briz7e L



V. A%ICEY 51EE

1. BEEXIIENER
HEHREAR 1538 0 BEEPIRIE ., F 5 72 EITRIED & > THIRFHIR LU IRINEED B 5 6 D D

R DFEIE
PRIEZS . JEREA Z v, k. BT, BERE., SV R UK, BREREE. FEREEL,
ERR

2. RERUAE
wWi . A1 H9 gx 3ENCHEIL., BRTEITAEMICROEET S,
¥, AR, JERICK V EERRET S,

3. ERERREE
(1) BRET—2/3v45—2(2009 £ 4 AUBEZESE)
ML
(2) EREEZHER
MY ERR L
(3) ERPRFEIERER . BAMHER
MU ER R L
4) BRMHRER  AERSERHER
MR L
(5) REERIAER
1) BEALFETHRERGHE
MY ERe L
2) LB
MY ER L
3) REMHER
MR L
4) BE - RENRER
MY ER e L
(6) ABRMER
1) FERARERE - S EEARERE (BT - ERFTREERRR (TIREERKRREER
M LN
2) EBEFHELELTEBRTEOABXIIERL-RBROBE
AR



VI. EHEREICEHY HEB

1. FEZFMICEESHSHLEMXITILEDEH
(%) 0.3 EEXARIITHRX] 2RI L

2. FBEER
(1) {ERBREL - 1ERBF
(%) i - HEERY
LREGHIR ) D & 5 N TR TIOF o X WA B CRE I3RS L CERE L A BN AT,
JRIEAR ., BEREAE . ZMEWR ATgs O RIEMERBICHW B D,
EEY=REr/AE AN
O BB @ R, iRIE. FlR

MEE (20 L DBROBR, 7= 1L LHARE DI - 6 F 72 X R, SR LT -
- P27 LR BTNl E BTS2,

(2) FEHEESHTHHERRE
PN A

(3) ARG - FFibsR
B R e L



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-tAXORE
I 242t (FALOZFES) ICBET5BE 7.#8EERI 0mEz2ETLH &
6) BERAGGRELL—LaV)BIRICEYEHALEEDFENBSEEHER
MR L

2. EMRERP/ANT A—4
(1) aAVIR—FAYVFETL

MU ER R L

(2) BPLEEEH
MR L

@) NAATFRAZEUT~«
MR L

4) HEREETEH
MY ERR L

®) QU7 VR
MU ER L

6) HmaiE
MR L

(1) mBPEEHEEE
MR L

3. IR
MU ER L
4.

(1) Mm% — B EE
MR L

(2) Imi&—RREREME &Y
MY ERR L

Q) Hit~nFBiTH
MU ER R L

4) HHE~OBITH
MEEe L

5) FothoHE~DBIT
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 E

MU ER R L

7. BREICLIREE
AR L



. Rt (ERLOFESF) (Y 5EE

1. EERNARLETOER
BAROANA

ébﬁm

3. RERIHDRICEAET HERALOEE L TDER
V. REICEAT HIEB) 22T 5L

4. &&Uﬁgkﬁﬁ?éﬁﬁi@& EEDEH
ARICBEATAHE] 22RI 5L

. FERERBELENER

BERS (ROBEIZHEECRET S L)

(DF L BHOESEREE [RFRIK, BEARE, B, Ek, PRERHbbhsBsEh
Nd o, ]

(2) BARAIR, O, EEOHLBE [N DIERNET DB TR H 5, ]

(FEH)

(DAFNCEEND VA Y, hUFIZEVBENLIBZROH HIERICKT2EE L LTRELEY Y,

@QAANZEENLZ VAT FUFRICL VBT 28200 H IERICKIT LR L LR L V09,

ol

6. EELEKRKIR L ENEREVLESZE

(D) ARFNOFEFCHT=»> T, BEOEULAE - JER) 2 ZEB L THRETHZ L,
B, BlEE oI BEZ L, ER - FTROUENRD AR WAL, MG &
z &,
<m$ﬁ iﬁ//?#aiﬂf%é@f MigH Y o AMECIEESEICHoEE L, B N
RO NG EICIIRGEFIETH L,
<@m®&ﬁ%ﬁ %H%#é Ak, eREROBEHICEETH L,
(FM)

(DEHFEAESFOLY —BOEEMAEREZX L7720, BEHFEFOZEZX HE2EBE L HEHAT L EOFE
AL LT Lz,

Q) B I AEMC BN, L DEHTAFICEREND, Lo Tx X 2 5UH 2 EE#% 54
DEAR SRR DL BIEANENST AR50 T, EEMR S L TR LYY,

(3) {5 = % AWK 2 O DAL, BEET 5 AEROBERNENARECTH 5 7-oL#E Lz V99,

7. #HEEH
(1) GRS ELZTDERH
LR
(2) HtREERELZFDOEA
BHREE (BHRITEET S )

A &4 % B R E R - HEE T IR B - faRR 1
1) ArIHIEERA BTV RATa U ERND LT < | 77U F U F BRI R
Q2 JUFILI)FUOBRUVED | 5, BTOHY U LY
BEZEHT5HA Fo, EBAY T AMIEDOR R L LT, [ 1ERARH L0, MiEH
IANRNT=DRH LN T LR D, U o AMEOIK T 2MEE S
(TERZRIER ] OHESH) NHZENEZLND,

10



(FELH)
HEFN 53 4F 2 7 13 ARG RREM HRE 1885 (7 FNVY FUriGEeahd o EE
i DPF N HONT Y ([ZHESE . EROPFHER 2Rl L7,

. BIER
(1) BEROHE

AR i VA P R A A S OO B FE B RE DS A & 72 % AR & FE i L T2 FEHBERE I
AHTH D,

() EXBEMEA & DER

1))

2)

3)

BZ7IVEXRTAVE KBV U AMAE, ME R, 7 hD oA - (KEORHE, FFE, (REEM
EDBTIVRAT R AERL DD Z ENHH DT, BlEE (MDY v MEORIES) %+
SFITATV, BEDBRD NG AITHEEEHIE L, B Y v AR OG5SO e AVE 21T 9
Z &,

SAN— BHY) TDAMIEDORERL LTIA RN —DH00ND 2 ERHDHDT, BlEE2+
IYTATN, BRI, DUBERE « BRSSO RE AR DNEHEAICITE G 2Rk L, B U v LK
DGO ILEZITH Z &,

FrigaemE=E . #E  AST(GOT). ALT(GPT). Al- P, y-GTP %D L FH-% 1 5 ITHERERE
EOHENDODNDLZ ERNHDHDT, BEETFITITV., BEPEBOONEHAICITHREG %
kL, WEEIRAEEZITS 2L,

(B )

1) 2) I 63 4 2 A 13 A EAREBRREN HREFE 185 7V FLITFUBELEATD
IS OBHMZ DWW T ITHESEFRHE LT,

3)Vpk 22 45 10 A 26 HATEAT @A IR AR L ERRREm KR 1026 55 1 5 [
EOIER OURTIZHOWT (&S, L,

Q) ZDHuDEIVER

8 ASE
HIEES BHRAIE, BE AP, B, EeE, MR
(Fir)
kg AFNCEENDZ VAT, buFx, ok b EBbnsd FERORWER DA

& D T2 FLH LT,

(4) HERMEMEREREERUVGRKREERE K

MR L

(6) EBEER, GOHE. EEERUVFHOEESERNORERARTRIEE
MU ER L

(6) FEP7LILX—IHT 3ERERUEREE
MR L

. BRE~OEE

— Il TITAEHEEME T L WSO TRET 2FEET L2 L,

11



. EIR. ELR. REIBF~AOHRS

PERR T O GAZ B 2 ZAVEIIMESL L TWRWD T, i IR L TW D HREE D & 5
I NI, IR LRI ERYEE RIS L SN D BEIC0REET 5 2 L,

. IMNREADEE
INRERIZ X A AT ENL LT ey, EABRER D 7R, ]

. BFRRERRICRIETRE
AR L

. BERE
M EE L

. BARAEDEE
Frlz7a L

. TOHDEER
Bz L

. D4

HRARRIWER & AIHER B L OZF ORI O W T ORFIERIT. BEREREBYIS~Y =27 /L
DS B S IR AR TG AR I AR — A ~X— 7 http://www. info. pmda. go. jp IZ CHE TX 7,

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) HEHSEHEER
MR L

(2) REHRSSHEER
MR L

Q) HEFHFLEEMHER
MU ER R L

4) ZFothofE=t
MR L

13



X. EEMERICEYSEE

1. HAHRX5
EARAYA

2. AMHEMRIIERAR
IR 54 HEERR)

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 OREEZTH 2 &,

5. RBEHF
AR

6. A%

7. BEOME
TIVA
RY = F LU gw2

8. R—m% - E%hE

KTS A MRS - % 2 Bk (b )

=1 4 o — R % A (A B 303K)
Yo HEIRERTE FC T AR (SO i)

Y 15 RIS % R Bk () (v 5F)
KIH300 RN FF IS % 2 R s 2 K

£

9. ERR&EERB
PAAPAYA

10. HERFERPAEABRUVERRES
HOEKIZAEAH : 198647H18H
& R 2.(61AM) £3600%

11. EMBEREISERB
1986410HA30H

14



12, BEERIIZIREM,. AERVHAEZEFTENMEFOERARUVZTOAR
L

13. BEERE. BiERELAREABRUZTOAR
B4R

14. BEEHM
PAZAOANA

15. HEHREHFHEBREERICET 51EHR
AN G AR O HI R A2 52 1T 720,

16. &£Fa—F
Wik T 5 0 AT I o
o ... | HOT®®: ‘ Pl verrEsa—
= A I & 2 S ks a— b B
000 110572801 5200142C1033 615101311
300 4J

17. REHBFLEOEE
Helz7e L

15



X1
1.

. X

5| AX#ER

1) a8z fh HER~= = 7V (BRBREE & 7 RED)  SEHRGE
2) fEENEN BARBRIEESSWE SMEOTLOOELFIEFT XA N Bl
3) WEYEHL LGSR OFERE mILE 22(2000)

4) BAREMSHR : HEITEROABC EFEPE pld, p29-31(1992)

5) MBS, KEAFR : AT v T D= DOES O IR IERIgE P L1
6) fEENEN BARREEZSSHE : HMEOZOOBEGEST XA N MilE

. EDDSEE

A TPR L

16

363(1996)
40(2009)

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



XI. E&H
1. EHENETOHRTRR
Y LR

2. BB HBRRIRIER
Az LR

17



XI. {#E

ZOMOBEEH
BB 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

