2021 4 7  8ET (3 5 i) HAEREELESEE S 875200

EE S A AR Eax— 74— L
H AP AI AT 2 O TF FREiE4E 2008 (2 HEHL L CHERK

2 7R A

M B F 5 ITXX #if

QR R/ Ny
SANWA Rikkunshito Extract Fine Granules

(s—21)
:1 i3 L)
HHOHBEHNE S L
DR Ak
A1 BET.5g)F., FTilOHRABRTFHTXA4.9¢ 2 5HT 5,
HE = v ¥ v 4.0¢g HE F + ¥ 20g
H oK - & E HE Ex2oay 4.0g HiE T avxav 0.5g

Bl 727V aw 4.0g BHR % 4 YV U 2.0g
AE N v 7 4.0g AR B v Y v 1.0g

Mt SETE (Vv v bw)

N e & ¥4 : rikkunshito

RERZTRBFAE Wi IR K R OB 119864 7S 18 A
e JRTIE- 0 A SOl M uE Y A 4E A B 1986410 A 30 A
% 5% & A H % % A H :1986 4114 1H
DA% - RERE @A) - | g =ML K KX 2

=i - B sis

EREHELEOEMSE -
BEES  FAXES

& RS TR R
MWhabeEERA TEL 03-5843-5441  FAX 03-5843-5444

ATF 13 2018 4F 12 HEaT (55 7 i) OIRA SCE O RS IES S EmR LT,
BB OWA SCEFHIT, PMDA R—AX— TEESICET 2158
http://www. pmda. go. jp/safety/info-services/drugs/0001. html |2 T ZHERL &,




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 R

I, BEIZETAIEE e 1 VI R£% (FRLOIEZ) ICET2EE 10
1. BABEDEREE e rrrrrrrrrrree e 1 1. BEREEFOEE oo 10
2. B DEEZERN - BRI 1 2. EEAREFOER (RAEBEREESL) oot 10
0. BICEET AIEE --ororerrererssin 2 3. WEERIEMBICEHETAFERLOIELZFNDER 10
1. BRESA  crevreerrrrrnnnnn e 2 4 BERUBSICEETIHERLOTELEZOEF 10
D BB cereeerreeeeee e 2 5. EEREHNEL FOEE e 10
3. REXILRMET e 2 6. EEREAMIESLEZFOEARVLESE e 10
b, DFAFBUDTFE  orrrrrrmmmrrrrrrrnm e 2 T FHEMEFR  creveeereerrrnnne e 10
5. {EBRE (BGE) v 2 8. BIMERR  crerreereerrrrrrnann e 11
6. IBAL. BlE. BE, TEEE v, 2 0. BEEBADIEE oo 1
T. CASEEGED oevrrerrrrrriei i 2 10. TG, EiF. BIABFEADEE o 11
M. EYESICETAHIER e, 3 1. INBEADEE 12
1. WIBEEERYMEED  covvrrererrrrne e 3 12. BEERBRBERICRIFTTEE o 12
2. AVHEODERBEMTIZEIFTARTEM e 3 13, BEEE s 12
3. EBD DREDRRERTE  crvoeerrrrrrrmmrrrr e 3 14, EERLEDEET v 12
b, BHIELDDESE e 3 15. ZOHDIET  crvvrrrerrrrrrere s 12
V. SENCEAT BIER rorrrererriiiiinn, 4 16. F ML oo 12
1. FlFG  ceereeerer 4 X. 3'5%’;&535(:@?—6@5 ........................ 13
0. BIFIMHAFL  eeevevverereererm 4 1. BEIESEER  cooveereerrserss 13
3. BEH. KOOI T BIEE e 4 2. EMEEER  crreccesrerrn 13
4, BEIORBEGETIZEBHFAREME oo 4 X. TEHMEIEICEIT AIEH o 14
5. FAEERVRMEDRTEM  «oorerrerrermr 4 1. FRBIR S coeveerrerrrerr 14
6. HEFIEDEAEIL WEIEZIITEL ) e 4 2. EMEARISILEREIPR oo 14
T SRHEME  coeeeerrrmmrrr e 5 3. BPiE c BRTESME e 14
8. HEMPBBYTRERSE  cooeereerrrreneee e 5 4, FHIEHRWDEDEESE oo 14
9. BFIEDENBEDDIEDAERE oo 5 5. REBLEMEE ccevvriiii 14
10. BFIEDEHEDDEEE e, 5 6. AEE e 14
11, FPE woeerrrrrmrmmeerrre e 5 T, FEEEDAE rverrrrrrrrr e 14
12, BATDTEEMED B BDHRHMEY  eevverrreerrrrmmnmnneennnennnnn 5 8. B —R% » BIENEE «ooeevemremmrmmmmmmmnninnen 14
13. BELIENADELRBICEHTAIFEHR e 5 0 EMRIEAFERHE wrovrrrererrrerrnrr, 14
T4, Z QI woeeerrrreerrre e 5 10, BISRERAEAARURDEES v 14
V. BEICETAIER o, 6 11, BEMEEUEFERE e, 14

1. BHBESUILZNER eevevvrrrrmrrr 6 12, MEXIHEEN. BERUVESTEENZD
2. FERUED  crrvvrrrrrrrrrer e 6 FERHRUVFDHE  corrrrrrrrrrereers 15
3. BEERAE  -ooevvrrrrrrrrrrrrre e 6 13 BEAER BIMEEAXEAERUVZFORNE 15
VI. EYEBICEET AIEE oo, 7 14, BEEHR] oo 15
1. FEFHICEESHEAMITEEMBE s 7 15 BEMMHRERSICETHER o 15
2. BEIBYER] coeeeeeeeeeereereee 7 16. BIEO— K coovverrrer 15
VI. EMENRBICEET AIER oo, 8 17. BBBALEDEE oo 15
1, MAEEOHRE - BITFEE e, 8 X I. MHR rorerrererrerr 16
0. EEMIEEEIRM/NS A — A e 8 1. BIEASTHEK  crrrrrrrrrrrmmeerrrrrnnnn e e 16
3. RUR ee e eee e e e 8 2. ZOMDBEITHE coovrrrrrrrrerrrrrrree s 16
B T P 8 XIO. SEEH e 17
B e e e 9 1. THAE TOREIRTT  crrrrrrrerrrrrrrmmerreeen, 17
B. HEHE oo 9 2. EHMZE T DEERTIRIELR  -ooeeeeeeeerrerrrrnmnrnninnan 17
7. BHZEIZEBBEE v, 9 XII. {BFE oo 18
ZOHDRBEEB R crroveerrrrrrrrre 18



I. BiEICEJ 5HAE

1. AROBEE
ANEFGIE A THREER] s nTuwasnlth s,
=R ORE ST AR RIS WA B K% = 2 b L, IR LT WKL L
TG RAIC, TEARKERIESE 2 5 120 5@ (B 6045 H 31 B | ICHEWEIEREFEE L, &
RENEHLDOTH D,

2. HEOBEREN - HAFNEE
1) Kflz=r (A, Ex 27 V=av(@i), 7270 a (k). ~oFCEE), Fre@ik), va
Uxav(kEER), XAV TR, Y vHE)O 8 MOAREGHIONEICLVESITL I E
FEARBSR L LUK L7zt =F 2 b L, S SICHRA LT WRLIZ L7233 =% 2K TH 5,
(2) AANX., BHEFBS XV, B TFE, §7 b=—JE, EHEL, EHROBEELAR, BEECBTD
fﬁ@&%%ﬁ%kbf%ﬁéﬂéo



I. Z#ICET 5B

1. R34
(1 4
=F KB X A AL
(2) H*4
SANWA Rikkunshito Extract Fine Granules
() B/HOHAE
T THJRER] ISR ESN T E4TH D,

2. — {4
(1) #M%& (&)
NEFYi
(2) H*%& (@&
rikkunshito
) RTL
L

3. BEAXIEFHR
(%)
AFNOERDNE8FEOEIKDT-D, BETDHZ LIETERVR, FETHDL ABHKD
X/ U RRy EHEBKRO TV FALY) FURRENREENTND,

R, =Glec-2Glc

R, =Glc-6Glc
R1
Xt/ FRb, i\ HYFILYF B
oH
. FRRUSFE
AFNOERE 8 FOAEIKD =D FFETE /20,
(%) XY FRb (C54H92023 : 1109.29)
TVFNY T (Ca2H62016 822.93)
. LR E (ffiE)
Y Ln

. BER4A. 4. BE, LEES

e Es S—21

. CASEREE
M LN



. AR5 ICEYT5HE

1. MELFMHEE

(1) 58 - K
HP-BOBMRT, FRAGFLAL, RITH 0,

(2) AEE
MEERR L

Q) Wmigft
WARIETH 2.

(4) BRGBR. BR. ZER
MUERR L

(0) BMEEMMER
MUERR L

(6) HEFEHK
MUERR L

(N ZOHhDOELGTHEE
MUERR L

2. ANRSDEREHTICETIRE.
Eil - BEMRRETIZ b FHELETH D,

3. AP OHERRRE
HRE TAREFH=XA] OHESHTHT L,
Vv By, TV a gy, AU FUE vaukay, XAV VY
WE s a~ NTT T 4 —

4. BB DEEE
HRE TAREFH=XA] OHESHTHT L,
¥ ¥ /¥ K Rb . WK s m~ NI T T 4 —
7TYVFLYF R . WK m~ b NTT T 4 —



V. ##IZEY 5EE
1. #f

(1) FRORZ. RERCHERK
PO ORI T, FFRRGELA L, WITHL, ¥,
(2) #HEoHmk
KiE - HmdEE
) BAMa—F
S —21 (/8 im)
(4) pH, BBXL, #HE,. LE, EEOERUVREL p HIEE
YL

2. HA O
(1) FMES (FES) OSE
A1 HE(T.5g)H, TitOHRABRTHZXA4.9¢ 5 &0 5,
HiE = v ¥ v 4.0g HfE & v £  20¢g
HE bEx2rvay 4.0g HRE vavuxavu 0.5g
HiE 77V av 4.0g AR # 4 Y v 2.0g
HiE ~ v &%  4.0g Al B v Vv 1.0g
(2) FHm
BIEA © FHBEKF, hUEwavT o7y Himern—X HRTAVT 7 — (kT T
BlmA - EEMK T A B
) ot
YL

3. BAEA., A HEICHT HEE
AR

4. RADEEEHTICEITEIREN

ENEST
1 & % M

. =R 5 4 IE

Vi =]

53 el dh 40°C. 75% JFE | 64K R
HKY TF L £t 54 LI

¥ 40°C, 75% 1RFE | 614 BIE
x IEH MR, FERABR. LEREHE, T3 2EE, TR, WUARR

EEES R

AANL, R LT VWK 20780, BEZIIRIC TS REBRNRLETH D,

T, HERT T VU e R Y E)THETAEAIR. RABOBEIZE D, Fr v IR
WICAN THBEEICRET D ENEE LV,

5. AREZERUVBREDREM
Y LA

6. tFEDEALI (MBILEREL)
MR L



7. i
BHBR R L

8. £WFHHERE
WAERER  BJR - WA BREE R BRI YEHL

9. HAIPDERE S DOERHERE
=V, By s ay, T Vag ANUF FUY, vaukay, XAV ST
WE/ao~ 7T 7 40—

10. READPOEHHS DEEE

11.

12.

13.

14.

¥/ YRR D ke~ N T T 4 —
7Y F Y F R D Wik e~ NS T T 4 —

bRl
LN

BAT 2D B 3 5HY
MR L

AREFIENSVELCRFICET HER
YL

T Dt
Erlce L



V. BEICEY 5HHE

1. ZhEEXEXZHR
BIBEOFNE DT, BREN2L, AEBLRONZ, FEALT L, AMETEERHIRLTNHOD
RDOFEIE
BHE, 57 h=—, HTE, HEAR, B, BHFE., EHt

2. BERUAE
HE, KALTH.5gZ3MICoBL, BRiEZIEMICRO&EST 5,
B, FEln, ERICE D EEMET S,

3. ERFRRkIE
(1) BET—%/1yv45—2(2009 F£4 ALBRZERB)
BARUANN
(2) EREZR
Y ERe L
(3) MERARFERER . ZEMHR
Y ERe L
(4) BERNHER . AERCERSR
Y ERe L
(5) HRFIRYEAER
1) #EELETHERECHER
Y ERe L
2) HBHER
Y E R L
3) REMHER
Y ERe L
4) BE - RENHR
Y ERe L
(6) AEMER
1) EARERE - FEERARERE (BFAIRAE - RERGTERERER (TREEERSER
BARUANN
2) ARBEUHLLTEEFEOABTIIEEREL-HBROBE
BA=RUANN



VI. EDREICETSHER

1. FRZHICEHES SLEMRTLEME
(%) TD.3 WEARBETERX] 22HS252L

2. EEBEH

(1) RS- tRABE

(%) G - FKEIEM Y
SR I OIK T L2 AT BERIR S BB H% OERIENH 5,
FHEHORERDFADZ N, HEKKTENLS <. HBICKMERERH 720 Bl
2D LDICHWA,
E R AN =R
O M © HiHeedcGE,

X AE (X)) DR OBR, EITHEEEREDE - (R T2 & ORRE, SREAAICHA -
e RER EEEDRS EEETH 2,

K AR UEE)  KEZRRET D 2 L, RUETEOERIRETCHBAER T, Mo
TICEDRDAERDIET & 5 W Tl sy, AEA, X b L 2@ER, BEHERE BRICLDOIR
DBFIRHEIC Lo TR Z D, ERE LT, [ABRY, 2FBEEK, Bhodv, &
AR, WIROT b=—7c &, WKL LT, A, At &, LERHD Y,

(2) EMWEEMITLHBRKE

MR L
(3) fEFISTEE - HEa
MR L



VI. EMBEICETSER

1. MAREDHEDS - AEE
() AREAWGOHRE
MUERR L
(2) EEmPRERERRMN
MHERR L
Q) BEREBRTHERIhfhHRE
MEERR L
(4) thEsE
MEERR L
(6) BE - ftAXOZE
I Z& (EFRALOZES) ICETSHEA 1T.HEERI 0HZZRTL L
6) BRAGGRE2LL—2aV)BRICKVHRLE-EVERNDBERER
MEERR L

2. EMEER/INTA—4

(1) AVR—FAYFETL
HUER L

(2) WILREEH
HUER L

@) NAATFRLFEY T«
HUER L

(4) HREEEH
HUER L

G PUF7IUR
HUER L

6) HHEHE
HUERR L

(1) hREAHKEE
HUER L

3. B
BHBR R L

4. 5

(1) 1% — FRiRE P& 1
MHERR L

(2) mh#&— kB ERE
MEERR L

@) Eitr~0BTiE
MUERR L

(4) BWE~OBTHE
MUERR L

®) Z0ftoEBE~DBTHE
MUERR L



5 R
(1)

()
)
(4)
(®)
6. Bt
(1)
(2)

)

BRI R U B E R

MEERR L

R#MICBE 5T HBR (CYPAS0 F) D9 Fi&
MUERR L
VEEEHMROEREVEDEE
MHERR L
REAVOFREOEREULLE
MEERR L
EEREHYOEER/NTA -5
MEERR L

B B R LR R
MR L
T
MR L
S
MR L

1. BREIZEBABREE
G L



. ®2 FRLOZFES) (BT 31EH

1.

BEENR L TDER
YL

B2SNRLTOER (REEREZED)
AR

SHEEX I RICEHET HERLDOTIEL TOERA
V. BEICEETSHEBE] 2052 &

RAERVAEICEET 2FEALDEREL TOER
V. BEICEETSEBE] 2052 &

BEERSERBT L TOER
YL

EELEANIR L ENEARUVLESZ

(1) AFOFERICHZ->TiE, BEOREWRE - ER) 2FEL TRETDHZ L,
ek, BiEEZFoICBIE L, R - FTROUEDRRD DR WEEITIE, k5 2k 5
N

@) AKANZFH Y UNEGEATHLOT, MiEH ) U MELMEEFICHoBE L, RENR
BOLNIZGEICIIRGEZTIET D T &,

(3) MoBELFHAFELHNT2561F, SALEOERITEET LI L,

(B )

(DEEHEFOLY —BOBEEFEREZXA7-0, EHEFOEZ FZEE L THEMT 5 EDOEER
e LT L,

Q) By iR bEDIL., FHELDBEFUFICERTSND, Lo Txd 2AA 2 EEHKE T
DA EITREICR VLT SENEANENRLT 250 T, HEBRE L L Cii# Lz V99,

Bl =X 2 WK 2 AT 5 5B, BEET2EROBNMBARNETH D -0R#H L P99,

HEER

(1) HRAREEZOER
YL

2) HRAZELZOER

HREE (BRAICEETSCL)

®OAl 4 & R E AR - HEE IR By - falRin 1
(1) hoIorsHHA BTV RATa AERD b < | 77U F U F U EBITIRM
Q2 JUFLIYFUOBRUED | 25, BTOH Y v LY
EEzEeHT5HE Fo, EBAV U AMEOREL LT, | ERARS L0, MiED
IFANRNF—=BHLLNLT LD, U7 AMEO T e S
(TEXZEEM OEZBMR) nNoHZERBEZLND,

(HH)
W 63 422 H 13 AMEAE B REEM HKREE 18 5 [TV FN) FUErahd 5 EK
DB ONT ] ITESE, EROFREEZ LR LT,

10




10.

8. BIYER

(1) BIEROHME
AT A P e A A S D RIVE ) S SRR 3 A & 7 DA & FaE L Cuieniz e R
AHTH S,

(2) EBEXLEIEREDBER

1) BZIVERTOVE K0V v aifiE, fFEES, 7MY oA RGOS, F#IE, KEEN
LOBT IV RAT O VERSLDOND I ERHLHOT, B (EHY v AMEOWESE) 1
SIATV, BENBEOONGAIFEEEZTIEL, Y U AROEEEOEY) /R ALE AT O
ze,

2) SANRF— KDV T LAMIEDOHERL LTIARF—RNHELDONDLZENHDLDT, BlEE 4
ATV, ARG, DURGRES: « BRI OB NRBO SN EA &S 2L, Y v s oK
HEO@EY) 0B E1TH 2 &,

3) FF#EEE. #|E : AST(GOT). ALT(GPT). Al-P, vy - GTP %0 L\ EF A 5 P RER:
FELRERHOLDONDZ ENRHDHDT, BEEZHSIITY, REPED ONGAICEIRE LT
1EL, YR LEEITY 2 &,

(F )

. 2) B34 2 H 13 AMNEAEEEREEN HEEF 185 [TV FL)FUmBELraHT
2 EH OB N OWT ) ITESEFHE LT,
3) Rk 1744 B 1 BAEBER [T EoEE 0TIz o) iIck3xi# L,

Q) ¥nfnE{ER

BEE R
BEGEE" WIB, IR E
HEE L, MR, TR
H1) ZOXIRERPSSbhZGAIERGE2RIET S &,

(B )
DOIEBBEIE : AFNCEENI =0 DL b EEbNs FERORIERSERH B -0 LT,
@il ks - AFNC LD E B b2 ERRORERREN S H7-DeH Lz,

4) BEANANGERARRPEERVERREERY K
MR L

(6) ZRES. AfHE. EEERUFHOSRES RO EMETAL
MR L

(6) EWTLA¥—ITHT HIBRUHBIEL
8. EIER (3) TOMOEIER REE] LMY 5

9. BRE~DERS
— R E R E CIEAEIEENME T L V20 THET 25 EET 5 2 L,

R, ER. BIABRE~ORS

PRI O GBS 2 Z AT L TW WO T, I IR L TW D etk & 5
@ NITIE, TR LR fatt 2 LR D LY S 2 GaicosakbT 52 L,

11



11.

12.

13.

14.

15.

16.

MRE~ADEE
NI B R AR L TRy, [ERRBR D220, ]

BRRERRCRETHE
AR L

BERS
MR L

BHREOEE
KRl L

ZTOHhDEE
Bz L

Z Dtk
FERARFENWER & AHPERE L OZ ORGSO W CORFHESRIL, EERIEREER G~ =2 7 LM
PMDA 78— L= TSR AP 9 % 5
http://www. pmda. go. jp/safety/info-services/drugs/0001. html |2 CRE T £,

12



X. JFERRAERICEEY 51HE

1. ZEHAR
(1 EHEEHER (TVI. EHEEICETSEB] 2H)
(2) BIRMIFEHER
MUERR L
Q) REHFREHR
MEERR L
(4) Z0ftnEEHER
MEERR L

2. BERB

(1) HEESHERS
BHBRR L

(2 REHRSHERS
BHBR R L

(3) ERMBEBIHES
BHB R L

@) TOHOEHER
BHBHR L

13



X. EEMEIRICET 5EE

1. REARXS
YL

2. AHMEXEERR
FERHIR 5 4 CIE BN

3. Fri& - RESH
W LT Wo T, ERRIEERL, BEHEEEZBIHLVWE ZAIRET D L,

4. FHRFEONLDIEFER
(1) ERTOmMYHKWLIZDT
KRicZe L
(2) FRARFHOIE (BEFICHEITREZNLESES)
AFENTRARYER B O T, BAEZIIBHRICELE L, BE
DER(T TV et r R ) &) THE LTS, %ﬂﬂ
FEFICITREIC, T v v 7 R Y I AT Tl 2 2 R

DEWERIRIRET D L9 EE,
L2 EOE N EIET 5720, &
RETLEOEEEZTDH L,

5. RBFHFH
YL

6. @
500 g (K4%)
2.5g X3004 (4A)

1. B&ROHE
500g : AUTTF LU
NE o TAI=UA - RYVZFLUTFLIEL—K RV FLLTFTIF—RT AN

8. F—m5 - FZE

F—AXANEFBTEZG (R HLEE)
773 T RE AT AABRL (7 7 v =3 )
a s n—RNE AT X AR (VIR ER 7 B 3K
Y T ORE AT S AL () (Y L7)
s
9. EfRREEEAR

YL

10. 2ERGERBEARRUVERRES
%L%miﬂa 1986 4 7 H 18 H
-G : (B1AM) % 3609 &

1. RfEENEEAR
1986 4 10 A 30 A

14



12. EXEFHREMN. ARERVRAEXEEEMFOFABRUVEOAR

INRESLI R DA H

2014 4F 4 B 7 B AR OFFHERE REEIZHEV BHEER LS OB 2 B £ 2 TR & E R

—OFRIIZ LT,
<2014 4 4 H LIRS

HBOTHNE DT, BENRLS, AEBLRO A, BT <, B TFERR/HARSTVHO

DIRDFEIE

HR, B7 b=—, BTFE HELAR, BFAE, B, IRt

20143 HETY

#Hif, WmAETHMIEERDLH > T, HHALT WV H ODRDFEIE
BHERBL 2L, BFE, B7 b=—JE, B, EBHEOMELRR, HiEE

13. BEEHR. BAEELAREABRUVEOARE
FEfERAFEAH 2014 FECERL 26 )4 A 7 H GEARAER 0407 1 2)
PR mAE L BMEEE UWRF2HE S A NODNAETOWVTIIZHEZY L2,
(FEEAM A R BE T A ICOWTIERTE A2 B R OH)
14, BEELM
LN
15. BREHBFBEERERICET 51FR
AN 5B OHIR A2 %=1 720,
16. &2 —F
B e 4 o | SRS EE SN FETEY N
AR Tmes s | OO ET e o bETPRRAE
2008 110562901 5200141C1047 615101310
300 4
17. RIEBHFLEDEE
BriZ7e L

15




X1
1.

. Xk

5| XXk

1) HREEZ M EHRR~= 27V (RBREE & BEFRA)  SEREE 361(1996)
2) fEENEN BAREEEZSRSE  EMEOTOOEFESET XA N MEiLE 40 (2009)

3) MAE=E BT ERWMENTY E)IES 22 (2005)
4) [MEFEE, KEAK : AFLT v 7ORDOEGFROMREIEE  pg L%
5) fHIIEAN BAREESSRE . EMEOLOOEFESRT XA b
6) HAEMSMH : EAFBERKOABC ErEpE 14, 29-31(1992)

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

2. ZDtDSEHE

MEERR L

16



XI. 8%
1. ELHNETORTRR
BN OANA

2. BMZEIT SEBRRZEER
%Y L7

17



XI. EE

FDHHDOEEEHN
MEERR 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

