2017 A= 11 A 3T (5 3 ki

EES o 2

875200

E¥x&mAYEEar— T4 — LA

H AR SEAIRT 2 O TF FraiE5H 2008 (ZEML L CERL

27 A

3
5

= X B 5 TXX s

(F4¥42a k)

SANWA Daisaikoto Extract Fine Granules

(s—31)

# B | smkoA
MEHOBHE S | AL
L %]

Ain 1 HEOg)H, TRROHRAEHGTXR5.8g 2GHT 5,

HRE ¥ A a 6.0g HR # A4 J U 3.0g
wO® & = HE ~ » 4%  4.0¢g HRE £ ¥ Y  20g
HR 4+ v 2 » 3.0g B vavu¥xauv 2.0¢g
HE ¥ 7 %7 3.0g B % 4 4 v 1.0g
_ & " i « KBS (XA A =2 bw)
FEA - daisaikoto
WERFTRZEERH o R e KRR AE H H 19864 THISH
M E £ In & - B KL ME U L AE H OB ;1986 4F 10 A 30 H
K EHAAB % & # A H 1986411 H 1H
PASE - MERE @A) © | gt - =k B S |
=i - et
EEEHRIALEOERE -
BEES -FXBE

MuabHLeEED

SRVESERRR AR A
TEL 03—3834—2175 FAX 03—3834—5294

ATF 132015 4 8 HUGT (B4 W) OIRMSCEOREICHE S S E LT,
BT DOV SCERE HIE, PMDA 7R — A2 — TESK LB 4 5 5
http://www. pmda. go. jp/safety/info-services/drugs/0001. html (2T ZRERL 72 &V,




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,

EFEBIS Cld, YR EIE T DU C RIS 3 0 R SE A e Y 2 25 T IE R OB INEE R OB & %2 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 2T T,

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. 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
DARRR EAE A R E L, FEAIRN S 0O 72 D12 Y 3% 35 O BUFE A 3| T VERR M ORI 2 K8 L T U 2 25441
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 AW ERA T BEFEA TR IS b 15,
@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, [IECFEORANLS ) 2 BT 5 b O R ORI 4 13 U EFR

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,
@ EFEUSDESEEIZHOW T, [T Fio#iZEeE 2008) (2 Xk A21ERK - #2idssm 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. 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
T5 2 ENFRIT, EFEETO 1 TEREIZ X > TISEILE L TMRICEHIRIY TR 2 40 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, MRFUGET SN A LOFEFICETAIFHICHL UL, [ FASGIESNSETOMIE, 4
%R SR O BURAS SE MR T D IR SCE B A D SRS B D WX EIR G RS T WS ) —
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, Ln L, EEESERHAERL Y E—3 gy a— L AHEIC L0, SRS ¥EREIE 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.Hgﬂﬁ?éﬁﬁ .................................... 1
1_ Eﬁ%o%x%& ErsEsarssssssEsEsaEsssEssEEEsaEEEnan 1
2. BUELODARREANY - BB e 1
I. BFFZEAT BIFEE reereemvrerrmrrmmrieminnnnnns 9
1. BREEAG eereereeremnnrernaenaan st e 2
. - 2
3. BTSRRI e vererrerr e e 2
4_ ﬁ\?—t&u \?E ................................................ 2
5. AEZEA (BHRIE) crroorrrrrrerrree e 2
6. IBFA%G. BlE. BBE. SHEFEE 2
T. CASBEEREED - 2
. ESEESCET BIEE  --eeveemrerereremnnmneeeens 3
1. BFREERHHERT - vveerrerrrmre e 3
2. HBHS OEEEMETITHIF BRI oo 3
3. HINES DFERERER K e vrereeerrrrrreeerenee e e 3
b, BB DTED R rreeerrreernamrre e 3
V. SIFIZEETBIEE --oveerrrrrrrrrrrrrrrnnnnnnnn, 4
TR - 4
2. BUEDEA - ereerererrrermr s 4
3. BEEF. ILFID ISR BIEE - vrreerrrrrerer s 4
4, BFIDBIEEETIZE TR e 4
5. SABLER USABRIR DI TE M e evrrrerrrrrreeensrrrneeees 4
6. ffl& DEETIL MEBACLHEMITEAL) oo 5
7. R e 5
8. AEMEREOERERIE  reeerrerrreenrnenn 5
9. BIFIRDEIELSD DRETERER K - orerrrrrerrrrrreeennnrennns 5
10. BFIE DA DTESIE - vvrerrrerrerrmrnmrrmernaannns 5
11, FE wreeeermmrmremreeeerr e 5
12. SBAT BETEEMED 3 DI +orevvererrrerreeminnernnnnns 5
13. BELEIENADELREBIZEET DIEHR-- e 5
14, Z 1 -eevrermrmer et 5
V. GBREICEET BIFEE rerreresrniii, 6
1. FHBEIUURINER e vrrrererrrrrreemne e 6
2. FERRTNEIS e e reererrreeremna sttt 6
3. BEEREHAE - v -vveereerrrmremreeremns st 6
VI, BESHEEIB(RET BIFE rerevvvvenrerermernnnsannens 7
1. FIREHEH BILAMRITABYEE oo 7
2. EEIRPERR - veeerrereere e 7
VI ZRMENREICRE T BIEE woorevevvrrereermssnsnnnnnnns 8
1. IMMEEEDHERS « BITE R e, 8
2. EEMEREIAMYI S5 A — B e 8
3. R rereererrrrre e s 8
A S PP 8
R A | LT T 9
B, HJESfH e eree e 9
1. BATEEIT L BRRTEER e eerrerrnrrrreer e e 9

VI #éﬁ (ERLDZEES) CEYTAHHRE 10

1 BREFOIE  coereerrrrerrrere s 10
2. ZERRAREZDER (RAERZEL) e 10
3. MEERIHRIEHES HERALDTELZDER 10
4 AERUAZICEEYT 2ERALOIELZOER 10
5. EERENRE ZDEE  -ooveerererrrems 10
6. BEELEAMIBL TOBARVMESE 10
7. HAEAFER  corerreemeeni e 10
8. BIHERR --rrvvevremrernrenrer 11
0. BEEEEBEADIRE o 1
10. BE0R. FEENR. IBIUFEADIZE e 12
11, INREZEADIZE  ccovrerreermre 12
12. BERRBEERCRIFTEIE s 12
13, BEIZE oo 12
14, BEALDIIE  creeerrerrerremr 12
15. %0)1@0),;%‘ ................................................ 12
16, FOL  ceeererremini 12
IX. JEBGERRBRICEE G BIEE  --errrrreerrrrereeeeens 13
1. BEIBSRER  -oeeecoremsemi 13
2. BB e e 13
X. B EIE AT AU E - erernerenrrnnens 14
1. FHHIRS  eeeeeememn 14
2. ANHARIILIEREARE  c-eeeeerereereereree e 14
3. BRE - RTERAME e 14
4, FHRIEFR N EDFEE R ceovrrerermremr e 14
B, FREBGEMEEE o 14
B. AIEE oo 14
T BREEMFAET  eevereerrrerenronenimiin s 14
8. B—HS « FIZNEE --oevemeremermes e 14
0. EISFELEAE P E  --vveerererermrmmmmrerees s 14
10. HEREERBEAARUKRED - 14
11, BEREAEUNEREE R -oooeeerrmrerrreereresermrene s 14
12. DEEREHREM, FERUAREELNED
FEAARUFTDRAEZE creeeerreeermrneenni, 15
13 BEAHE. BHERRELRTEABRUTONE 15
14, BEEHE ooreeererreerminnn 15
15, BEHIRIHIRER SR BT HIER oo 15
16. BEEO— K coevreremmn i 15
17. {RIEHIAT EIET - vrrvrreeemee s e 15
X T . STHR oveeererrrrrrrs s 16
1. BIFASTRRK  -rervreereeree e reennennennnn e 16
2. FOHDBESTER - evverererrreeermrne s 16
X1I. %#ﬁﬂ .......................................... 17
1. Iy‘;%@—c@%%‘qklﬂ .................................... 17
2. M B BEEERIRIEER - rrevreereer s 17
XII. ﬁﬁ% ............................................. 18

%g)ﬂﬁo) Eg]g:é*_l_ .......................................... 18



I. BiZICEd 5EHE

1. FREORE
REEG T B TREENS ) (SRR SN TV TH S,
=R REEG T AR LRI BN A7 Aok it g S R B L IR LoV Rz L
TR, TEAE SRS RS 2 55 120 Sada (AN 60 48 5 H 31 BAY) | (SHEWRUEHIGE L,
AKRINTZHDTH D,

2. WEDBRFN - BRFAPRFHE

M AFNE, A=) N T CER) . AV I G v 7 v R 24 VT (RED),
FUOVHRE), vavFa v (R, XY (RE) O 8 MOAEKLEAIONEIZ LV iTST
52 EEREAGE LUK L7z 2B L, & BITHRA LR WORIRLS L7235 =% R
BHITH D,

(2) AFNIAEFES, RAUE, #E, BIED 20, BRI L, SiEiE, i, 5N, IR,
Wi PRREEESS. ANIRAE, HEGERL, FRR, MIERRORIC IR DIEIROSEE A E LT
SV AR



I. 2WMICEYSEE

1. BR5E4
(1) 4
=N KRG T & AHRL
(2) *4&
SANWA Daisaikoto Extract Fine Granules
Q) AT
il TR ICRER STV AT A TH D,

2. —f&&
(1) 4 (8idai%)
KEHG;
(2) #4 (@diE)
daisaikoto
@) RTL
7L

3. BEARITRER
(%) AFNDOTIE 8 MOAIKD = OFFET HFHIXTE RV, FETH DA B kD=7
Vol KERRD 8- as A i EREGENT VWS,

HOCH) CH3
H gle-O O OH

-0
|
0 COOH
A o
GO-CH,
& 2

RA=ZZ7nvuy s-SIiaviLAy

4. FRARUSFE
AHNDFERSIE 8 FHOEIKD - ORFETE R,
(Z5) ~F=7njr (CesH2s O @ 480.46)
- nav LA v (Co1His On : 446.36)

b. k=4 (M4E)
AR

6. BA%A. A4, BE. LEEE
L 0 S —31

1. CASEHRES
B IOANA



. A3hASICEEY 51RE

1. YEEREE
(1) M8 - 1K

WP BOMRT, FRLGFEZAL, HRITE R0F,

(2) afEtt
MR L

Q) WmEE
WM TH D,

4) BRGER. BR. BEAR

R L

(6) BIEEMRHETEHR
MR L

(6) HEFRE
MR L

(7) ZFofhnELRiEE
MR L

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

3. BRAELS OHEREEE

HIR TREEHG=F X OHEESRT HZ L,
AT, N A oA XTI AAVY TV avFay,

AT

4. ARSI DEEE

WEs/a~ NS T T 44—

HE TREENG—x 2] OHEZRTLH L,

_F=T7ulr
- na A

Wik~ s 777 4—
ks a~ ~777 14—



V. SHIICEE9 %1EE

1. Filfig

(1) FRORXZ., BERUHER
NS ORI T, FERZRFEEZA L, WRITHES, O0FE,
2) HA DY
bifE . BJREA
@) @Aa—F
S —31 (4relFim)
4) pH. BBEEL., HE. LE, EROERUREY p HIEF
Y L7

2. HHIOMRL

(1) BEHES (BERSD) OEE
A1 HEOg)H, TRDOHRKRENGTX X 5.8g 4G HT D,
HR %+ 4 = 6.0g HR % 4 Y v 3.0g
HiE »~ v 7 4.0¢g HRE & ¥ v  20¢g
AR £+ v =2 » 3.0g HRFE Tvavuxavy 2.0g
AR v 7 Y7 3.0g HRFE % A4 4 v 1.0g
(2) Fmy
BEAI - AR, hUERa LT Uo7y i e—R ST AT kT T
lyaplissil I S 4
@) Zoith
Y L7

3. BEAl. A OKSBEICHYT HERE
AN

4. HADERFHTICEITIREL

RBHER
R 17 &M 7 E PE*

. =R 5 4 ZTE

ya =

53 i 40°C. 75% VR 6 1 H e
ﬂ—f U 3«_% 1/:/% %{E& 5 E":' %Hﬂiﬂ

s 40°C. 75% 1w | 6hH RE

KIEH : PRIR, WEREBR, HEEE, T ARG R, T, AR

EEEST

AFNE, B LW R 20700 BERIIVARICTOREERSLETH D,

o HERT 7 Vot r RV E)THET L5A1E. R NMROBEIZE &, Frv v 7 R
VERICAN TS IRE T2 Z EREE LV,

5 HASERUBMRTROREN
A% 7w



D

©

10.

11.

12.

13.

14.

. thFl EDEEEL (MEBIEFEMNEL)
MR L

. RHE
LR L

. EMTPRIEERE
WEWRER « AR - AR AR AL

. BHIb OB S ORERHERE
YA a, N FuIT v I T AAYT KUY, vavukay,
XA FT . B~ ST T 40—

HHPDOETHS DEEE
_Ap=Ta v D kI~ NI T 40—
s~ na Ay D WK e NI T 4 —

bl
R4 L7

BEAT BRI DS B3
LR L

ARLIENVDELARBICEAT 51ER
AR

ZDih
Briz/p L



V. aEICEAd HIHHE

1. ZEEXIIZNR
F=o0 & MBS 403 8 > THEDMELS | OMZ T 26D, HDWITTFHILIZY | HIGY |
BARBOR, T2 EEED b ODIRDFEIE
fBggse, NBAE, BE, BA 2 v, BRE(L, mIuEE, B, S5 R, JERE, WWhE.
PREEEEs, ANMRAE, FEERL, FEIR. DO

2. BERUAE
mE. A1 H9g % 3ENIZoE L, BT ITIEMCRO&RST 5,
k. AR, ERIC X v EERERT 5,

3. ERERAIE
(1) BEKRT—42/3v7—(2009 £ 4 AUBEZERE)
A=A
(2) ERERZER
MR L
() ERPRFIEHER . AEMHER
MERR L
4) BRRNHE . BERGIRRHER
Al - A
() REIRIER
1) #BEsicifTRERGHER
MR L
2) [LEEEAER
MR L
3) RetHAR
MR L
4) BE - REHFER
MERR L
(6) AEMIGEM
1) FAMERE - BEEAMERE FAAE) - SRS ERERRFER (TTARERERKRHER)
R L7
2) EBEHLLTERFEOHNRXIIER L -HBROBE
PR



VI. ZEhEIE(CE§9%1EE

1. REZHICEEHHILEMRITLEMH
(%) [TIL.3@BEAREFERX] 220552 L

2. EEEH
(1) 1ER&EML - ERBEF
(B%) k- EEER Y
HHIE 10 . Bob ) Lo,
Hal i 1
O Faf™, W @ %, FE, BIRE, IRERHISE. #F, BT

Xl PE S S FENS T TH R - RIS AORIRIREEZFRD 5 b D
IR & Do ZOFTRITIERENE S | BRI E LIz E( TR I LIZLIEEED
bid 2,

$¢OFNfR - FfREEITIT - M s FOZHE0 LY ICEE L TURBERET 20 TR E-4E
DEIIHEETHHDTHRL ., WEFF - FfiEd 2 HETH D 9,

@ FMEEM T SHBAR
BEHRERME L

() {ERSIER - HHEE
BEARERMR L



VI. EYEREICES T SEE

1. REOHR - AEE

(1) aRLtFEHLTOHEE
MR L

(2) EELARESERRE
M EER L

) EERREBRTHEIhI-LHEE
R L

4 w=E
BN YD

6) BE-tREOEE
AR L

6 BKREGEEaL— 3 V) @Ik YHEL-EDERSEEHER
MR L

2. XMEER/INSA—4

1) AVIIR—FA2FETIL
MERR L

(2) WRILEEEHR
Al - A

@) NLAFPRALFEY T+«
BRI L

4) HEREETEH
A -y A

® S2VF7IVR
MR L

6) HMBE
MR L

(1) hREEFEE
MERR L

3. Bk
MR L

4. 91

(1) itk — AR Y Ed
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
REMDOFEDEER 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



V. 22t (FALOXES) (CEI5I1EH

1. E5NBRLETDOER
AR

2. ESRFLT0EH (RAIEZEZSD)
AR

3. MEEXIIXHRICEHET HFERALDIE L ZTDER
ARICEEYT HIEE] 22T 5L

A BAERUVRAEICEET 2FERALOFELTOER
(V. ARICEITHIEE] 22T 52 &

5. EERENARLTDER

HERES (ROBHICIIEEICRETEHL)

(1) T, BEOHHEEZNSDIERNELTI2BFNANH 5, ]

(2) FLL BB REF [, BH, THERSHLDLNDLZ End D, ]

(B) FLLMENOEZTHHREEIEAND oI <m0, ZOERAEER I N5 BEhn
H5, ]

(FHL )

WD~ AFNZEBEINTVWDII AT VIZED B OLbNDBENDOH HIERICHTHIEREE L TR
=L,

6. EELGEXWIBLTOERRVLES X

(1) AROFERIZHT=> L, BEOFE IRE - iER) 2BELTHGTHZ L,
7ok, FREAE I TBIEE L, EK - FT R OUGED TR LR WIGEITIL, it b 28T 5 Z &,
(2) MhoOBEHAELZRT 25513, SAEROEEICEETHZ &, ¥14 AU EG0IAIL O
PRI, FRCEET D 2 &,
(3) HA AT OE FERIIMAAZESRD bNDHDOT, Ak ABICEETDHZ L,

(PR F)

(D) EHFEHES O LY =g EEH A X 5720, BEHEFOF 2 2B E L EHT 5 5O EhE
ELCREHE LTz,

(2) )5 = &% 2 BIAFN 2 AT 2 85A10E, BET 24K BAIENREECH 5 -0 Lz 299,

(3) XA A7 O FERICIHEAERBO b DHDOT, EEMEE S LTiRELE 209,

1. EEAR
(1) ﬁmmu&%wﬂm
Y LR
) ﬁm&ﬁa%wmm
AR

10



8. BlfER
(1) EHFROHE

ANFN A FH Rl A5 O RIE P FEBUBRE A3 B & 72 A 2 93ht L Cupun7asd FEEZIIAREA T
b5,

(2) EXGEWEREDMER

1) MAEERRZE - B WK, PRRIANEE, IEORE (R F1 DO bhISEEIZIE, ARlORE
ik L, RN X AR ORA 2 T2 & & b ICEIE BRE R VE CHIOFRGE DR L
BEZATH T L, Flo, BE BK, MRINEESER D SN EEICE, ARIORMZRI L, 272
HIOERET 5 K O BB LIEEE1TI 2 &,

2) FHEERRE, 3UE - AST(GOT). ALT(GPT), Al-P, v - GTP ® A% 21D fFikRERS ., HH
WHHOND ZENHDHDOT, BRELTHIATV, BRENED DG EIIT G2k L, #b)
IRAVEEAT D Z &,

(B )
DAL 9 4 12 A 12 BEAREIRZ Sl RIZH 51 & [EELOFEH EOFEFHEOLR
(ZDWT IS ERE LT,
2) VR 13 4F 8 H 20 AAHC T, ZDOMMOEWER [T THho7lcbOZERRENWEN [ITkReREE,
P I B, BESGT LT,
Q) ZonthaoEIMER

B A

H 1t & BACNR, IR, TS

(FRF)
HbEs  AANCEENDFXA F I LD EEbiD PRt ORWERSRENH D 7-0icHE LT,
(4) EBRIRMERATHEERVGRRAEERE—E
MR L
(6) EBESB. AHE. EEERUFHOEESERANOBIERRRAR
MR L
6) EW7LILX—IHT HEERUVHAERE
R L

9. BIME~DEKS

— RIS A TIIAEBEREME T L TV O THE T 2R T 5 2 &,

11



10.

11.

12.

13.

14.

15.

16.

VIR, EIR. RIWBE~DERS

1) b TR LT D ATREMED & D7 NI G- L7 2 ERLEE LV, [(KRANCEEND
KA F 7 OFEIHEER M OB a0 FEIAERIC & 0 i REOERIEN S 5, ]

2) AP OANITEEICEGT DL, (RANTEENLX AT THOT o FTx% ) 58
RBPRELHICBATL, RO TRIZEZTZE0nH D, ]

(BiH)
D, 2) AANZEBINTWDXA A TIZEIDHEONDIEZENDHHIERIZHT HEFE L L TRe#
L7,

INREADEE

ANFER 6 2 22 M IENL L TRy, [ RRER DD 7y, ]

RERRERRCRIFTRE
AR L

BERS
kPR L

ERAEDOIEE
Bz Ze L

ZDMDEE
Brizp L

ZDih
BRZ2EIWER & WIHER B L O ORSIZ DWW CORFE#RIT. BEERWERZEBNSG~ =271
25 PMDA 7R — L2 — 0 T RE 9 D15
http://www. pmda. go. jp/safety/info-services/drugs/0001. html |Z CH&E C&x £9,

12



X. FEERREERICEIT HTHE

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

2. SHHER

(1) HEEEESHHER
MERR L

(2) REZEGHEEHER
MR L

) EEFEESHHER
M EER L

@) ZothokEFEEtE
R L

13



X. EHEMERICEHYT SEE

1. RHERXS
PR

2. AR ISEERAIAR
IR 5 4 GMEER)

3. frik - RESH
W LW T, MR IEER L, B HLART R LN E ZAIRE TS 2 &

4. FEHERWLEDIEES
(1) EBRTOEmYHZLIZDOLT
Brice L
(2) FHZNBHOIE (BEFICHETRSNEASTES)
AFNIRIENERS E OO T, BIERZIIRICEE L, BEEOSOARICEE TS X TS,
FEK(T TRt e AR Y ) THA LGS, RIBIZEDMEOHLE LT D720,
RAFRFIZIIREIL, T v 7RV AN TAREZIRE T2 58OEEEZTH I L,

5. RBEHE
AR

6. @
500 g (4=

1. BaROME
500g @ RUZF LR
S5 0 TAI=UA ARV FLUTLIHL—h R ZF LT IR— T (VA

8. E—m% - R%E

A= AF KRG FAG (Foks i)
7 T REEG o AL (7 5L o dKH)
=\ REEG & AL (MR 5 RIS
Y LT REEG 2 ARk () (Y hF)
I
9. EFREEFAH
LR

10. RERGEAREAORUVERRES
RGEARGEATRMEN H - 1986427 H 18 A
KR FE 5 (6BIAMF 3624 &

1. EEEERHEEAR
1986 4F 10 H 30 H

14



12.

13.

14.

15.

16.

ZHEER (IZhREM. AERVAEZEFEMEOFEABRUZTORE
PPN

BEETHR, BiMERRAREABRUVZEOAR
AR

HEEYUHE
A% L7

REHRMEIRERRICET 515K
FFe 5 OFIFR 252 72 v,

&E1—F

R34 | B AR
HOT (9
SRS T 3 A Kk (9 A1) 3 B, o — |

L7 hERa— R

500 g
110272701 5200093C1046

300 41

615101295

17

. R LDEE
Briz7a L

15




X1
1.

. R

5| A XER

1) BEEEZ fh FHEE~= 2TV (BRBOEIE & T RAD  NEHRREE 313(1996)
2) HAERSMH : EHBEOABC HTRAETIER === 15(1992)
3) MEEE (i TR~ = 2 7V (BRBREIE & ERAD AR 9-10(1996)

4) #HHEAN  BAREEZSRE SPEODOEGEST XA b ML 124-129(2009)
5) AARERISH  JEATRROABC  [E¥ER 14, 29-31(1992)
6) [HEFEEER, KHEARR : AFNT v 7 D7 O IT O IREEFEE R 1% 34-37(2008)

2. ZDMDBSE

A ERe L

16



XI. 8&&H
1. EGSNETORTRR
LR

2. BOMEIT DERERIRIEH
M L2

17



XI. {§&

Z D DEEEE
LR 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

