2022 & 11 ARET (555 hR)

HAREE RS

5E

=

=

875200

EERA A2 —Tx—A

BARIRERIEISO [ FEEEEME 2018 (2019 FEHAR) 1THEH L TIERL

oaramwy

EH%%J

914 I a4 v

%HEH%FCI#Zﬁﬁ

ESdas

for Ethical Use

JUNKOU Saikokeishito FC Extract Fine Granules

il 2 | R
2oEOBEBERED | MAEEERZLSNODEESR
- T3 Y AEF1THE6.0grh, EABEKREGIFX 3.3bg%
= 2| 8573
. i P M 2 RS
= 3 £ - Saikokeishito
HEREXRZEAA 19864 98 2H
=MEENESEER B - 1986 £ 10 B 30 B
% = & A - 1986 4£ 10 A

F% - BLEMRST (BA) -
=g - et

SERTT: RMEBARS#
F o5t T AEREHRASH

ERFHRELEHOERE

A= o T c - g

R BEKRASHE EREFERAD
TEL : 06-6629-9058

A IF (F2022 F 11 AERDRAXEDERHICE D EER LT,

RHDORMXEL. ERAERERIFRIRHEA—

LR— https://www. pmda. go. jp/IZ T ZREZET XLV




I FRIRADFSIZOME —BARKEREFEE—

1. EEEA VHE 2—7 3+ —AMERORE

P FH RS S O AR R B IE R & L CEFEAEIRGINGTSGE (LT, M SCELIgT) 23d 5, ERB
5 CIEER « SEAIRMSE OO EREAEFE DY A 3B B2 3RS O EAE S WA TE 3 2 BRI, B SCEI
FLE S AV A AT 2 IZEHRM RS BN ERIGE N & D,

B Tl YEEMLIZ OV TR O EIE R Y FH EITEROBINGEROE R L L TEHR A A
FELTRIL L TE TS, Z OB ERIERE MEAICATF T L72DDOFERI AL LT A ¥ Ea—7
F— LDFEAE LT,

IEFN 63 4FIZ HAYRBCERIA 2 (LUF, BREEIET) S 2 /NEE RN TEFENA F Ea—T 4 —
A1 (BAF. 1TF&EI&ET) OMEMFWENT T FalddkA 2 RE Lic, 20k, EREFEE IO EE
[ RS = — XA DA A ST TR 10 42 9 A BRSNS 3 /NEBSICB W T T FRldllEHEO%
IO ThI,

B2 10 FE2vRE L, EFEMEFROAD FTH LI HWFTH L ERIIGOIRAAN, WHIZE -
THEE - R RBEIIRE KB LT Z & 25017 T, R 20 42 9 HIC HIREEEHEIFHRERSITH W T I Fitl
ZIHE 2008 2N HRIE ST,

[ FROHZERH 2008 Tix, I F 2RO & LTt 54500, PDFEOEMAT —# L LT
Rt 528 (e —IF) BHEAIL o7, ZOERIZHOET, BAEITBWT 18568 - 2ROIEBIN) .
Mgty MG - BERARNEREOUGT) 2 EOUGINRH -T2 5HAIT, SGETOMRILT — & &80 L7 iR
De—1FRRtsnNLsZ L Lo,

BHRD e — 1 Fid, () EIRMERER OO ERLIERIZIAR — 24— (http://www. info.
pmda. go. jp/) 75%*% LCAFAREE 2o T D, HARPEEEARIS TIX, e — 1 F 2B#3 2 3G H
PR — A= PANY A FTHDH 2 EITEE L T, FEENGRIC HbECTe — 1 FOIEREKRFT 5
AR ZRRE LC, a0 1 FOPMISCEE e T D EERE R & UCEEINGEAE - Matd 52 & & L,

2008 FE L VAR AEDA o Z B a—7 +— LREtaZ Bl L7 T T U C & 7o 2 mafi U, SR
IZ& o T, ER - FAREIZ L 5T, DRORVERIRE T2 4B 272, I THMK, | Fiod#
FHO—EGET 24T [ F R EaE 2013 & L CTAETHENRE 2o 7,

2. IF&¢iX

I Fid TR SCEROMERAMTE L, FEAIRME OEFRIEHER L > CHEEBICLNELR, ERLOMEE
O ODOER, WSRO ODOER, FEN OO DR, EELOMEEMHO- DR, Frnh
BT OIZDOIEREFEPERN SN GHIZ2 BB O EFR S MFHE & LT, BRENGCEEEELRE L, FA
RTIAE 0D 72 DI 4 3L 5 35 D FUSEAR AR RSO O ML A (K L TV D AT RE & ALEfTT B D,

Te2 L. SEEE - SR ERER IR 2 b o, BEEREORIFIES ) A T 5 b O R OEEAIRE 523
FEARG « HIT - PROETREFESII T FOREFEL TR0, S0z 5 &, SEMEN DIt S
[ FiX, JEAIRTE S A5 - Il - BEREINT 5 & & blo, RERMTEEZTHHDOE NI BlkEFFO>Z L%
AifEE LT\W5,

[ 1 F ok
O HUIE A IR, BEEEE & L, ﬁ%&bf9f4ybuiﬁ$¢(ﬂ%i@<)Tﬁﬁb — il L5,

712 L. IRASCE TR - R AR WS BIEATIEZNICES DO ET 5,



@ 1 FRldiEEIC A SEER L, SFHEBEAIET Y v 7 IR TRET 5,

@ FEOTHEITHE— L BHUCHNT T HWEMERO T I FRIFOFS| & OMEE | O TA2THT 208 L,
2HICE LD D,

[ 1 FDOER]

@ I Fi3sRlE UTRBAIOFR G2 (WAFL HERAL SAAHAD (SRS D,

© 1 FIZFt#d 23 H KOS BRI RKE L2 1 FldlEEIC e 5,

@ RN TEONELZMTZT D LD I FOEEITIN > THLERFERNTHSND,

@ REEEEOMEEITBT 5 b O IS ORFNES ) 2 HT T 5 b O KR OFERAN 213 C O EFIEFEH B
5 ASEEAM + I - SREET R EFIHIC OV TR E SR,

® [EHELA X B a—7+—A508EEHE 2013) (LUF, 1 FRodZEeE 2013) LH53) ISRV ERR S 7
[ FiL, ETEARTORMEZIEAR L L, WIS U CTEEARINE EAR (PDF) 22LHIRI L THERT %,
B TORAITMIATITAR,

[IF D %47]

O 1 FFesE6E 2013) 1, PRk 25 4 10 A DARRIAGR SV HTESR S B & 72 5,

@ EFRRLISAOESRIICHOWTIE, [1 FRo#EE 2013) 12X AR « 1RE0350RH S5 6 o Tikew,

@ A EOEBEOUGET, PR SULFHIRE R BRI 2343 ST Resll QNS 8 EE DL RS
DR 4, LT RENBDPREL LD STEGEITIT T FRSGET S5,

3. IFOFIRIZHTZ-T

[T FRodi®EaE 2013) 2B\ TiE, PDF 7 7 A M X DB AR TORMEZ AR L LT D, HFilE
FIHT 2 AL, B EAHHIBIL CRIAT 2 Z EBFAICH 5,

TBBEARD T FIZ DWW TR, R AR O 0O [ 3K 5 R TE IR (R — A — I it
HEINTND,

BRI RIS A U F B a—T 3 —AMERO TS &) ITHEo TERR - 227223, T FOREZRE
R EIFRBIGICAE LTS IHHRRC T FAERURFICEEHE L MEREIZ DWW TITRSEREOMR E~D A ¥
o —C LV EAISEE DANEELRFESE, I FOFANEEZROILERD D,

F7o, FERFUGT SN A EoOEESICET A2 FEICE L TX, [ FOWET SN D £ TOMIL, YiZER
i O FUSEAR FE N FRAUE T 2 IRAT SCE R O SCESE & 5 WITER R WA — B AT L0 38
A E ST 5 & L BT, [ FOMMICH T TiE, BB DU SCE A 25K 5 R s i i it —
L=V THERT D,

7B, MR SR EMEOMERO SRt ST D TR < TE5 M ECcoRTERM (2B
LHBEIARFHICEDL Z 0B | ZORBWIITHIRBET RETH D,

P

7

4. FIHICBELTOEER

[ FZ3EHAZEO B EFITBWTRNT Z ENTERWERLERFE L THEA L THEE 20, L L,
WEECEBEAERL et —ra ra— MEICE A8 LY, BUREENERMERE L TRIETE 2
HPFEIZIZE T ERARH D, [ FIXAFREOREIEEL ST T, YL OB RENER - 2T 2%
DTHDHZ D, Fldll - REUTITHINEZZIT 52BN LA L TR ITUuT e b0,
FREEEEIE, I FRHL ETHLIMICELMZT H2HEREM THY . A ¥ —F v N TOLK%E L
F R, EFEEOJRERBNCHEA LK O BB LIER SN T D Z & 28 L CRERETEHT 20BN &
Do

(2013 4= 4 A47E)



H X

(FC10)

I. BEICEEY5EA 8. fiAl & DEIAA WEYLFRIZ ). .. 8
Lo BERORE ... 1 9. VAEMME 8

2. BURBOWRBEEN o 1 10 WA 9

3. BUSOBEIFAREE o 1 11 plisRftasnogmtd ... 9

4. WEIEMEICBE L CHEmMT &R L 1 12 ZDft oo 9

B. RSN ORI - EH LRI ... .. 1 . ARICEY $EE

6. RMPOMEE ....................... 2 Lo ZMRESIZN A o 10

. BFICEYSEE 2. ZWRESUTZDRICBIET 2R ... ... 10

Lo BRIEA oo 3 30 MERUME ..o 10

2. A 3 4. JHER O EICBES 7R ... ... 10

3. MEEASUIRMER oo 3 5. BEIRAGRE. ..o 10

4. P AROSTE o 4 VI ZEPERBICEYSHEB

. b4 (Fakilk) SUIARE ..o 4 1. SKERSAACBRE O & D LAY U LA WEE

6. EHA A WS REEET A 12

M. HAIZEI HIEE 2. EEERUEF ... 12

L WEMESRMEE 5 VI EYEEICEY5EE

2. HBG OFFREM T LM L MmFREOHR .o 13

.................................... 6 2. BWPEEERRANT A—H . ... 13

3. ARGy ORERERE, EEE ... 6 3. RHEM (Realb—a) i ... 14

V. HFIZETHEE Ao WRIT o 14
LA 7 B T e 14

2. BEIOFARR ..o 7 6. AR . 15

3. WA OB OHE ... 8 TooBEM 15

Ao Ml o 8 8. FIUAR—=Z—IZETDIER ... ... 15

5. IBATDAREMEO S DKM .. ... ... 8 9. BIFICEDERER ..o 15

6. BEFIOKFESLMETICRITILENE ... 8 10. FEOEREATLRE ... 15

7. THENEROWRZOZEME ... 8 1L ZOft oo 15



VI. B2t ERLOZES) Y HHE 8. HRUEHUTAGREN H R OVEGERE 5. HAfh

1. ZBENREZOHEMB o 16 SAENGEEH B IRGEBIARE ... 23
2. BAQNEEETOBEM o 16 9. FhEESUIBFLEM, HEROHEAE
3. MRESUIRNFICEIE T DR & £ O H BMMEOFEA B ROZEONE ... 23
.................................... 16 10. FFRARIR, FAMERERAREN A LD
4. AEMOHEICEET 2R L £ Ok DI e e 23
.................................... 16 11 FRRAaIR. . 23
5. HEQILRANER L ZOHM (... 16 12, FEEHIRIHRIRERE GBI D@ ... .. 23
6. FEOHEREATLBEICHTOIER 13, BREI—F .. 23
.................................... 17 14, PRBFAAT oW oo 23
T.OREEAER 18 XI. X#k
8. BIEA ... 18 Lo BIHSCHR. o 24
9. MRARMAERERICKITIRE ... 20 2. ZFOMOBEMR. ... 24
10, WEEREG 20 XI. B#&H
1L A EOER 20 L EZRAETORBIRDI. ... 25
12. ZOMOER ..o 20 2. WIMTRT DERASHENG . ... 25
IX. JEERERERERICRAT HIEE XIW. f#&E
Lo O BRBERBR ... 21 1 FAI - RS ITES U CRRIR I 217 5
2. BUMERBR ... 21 CHIeo>TOSEFH ... 26
X. EEMEEICEY SEE 2. TOMOBHEER ... 28
Lo BRI o 22
2. AR .. 22
3. BUEBIREETORTE .o 22
4 BN EOBEE oo 22
5. BBAEMNTEM ... 22
6. [Al—psy - RS o 22

7. EESHEAFEHB 22



[. BI2ICETRIEH

1. BAFORERE

[Yaray SRS F Co ML ) 1, B o bl MBS, SR
(CREH SN TWDT T, TEAEREE RS 5 120 S@ (S.60.5.31 f) | 12Kk
DEHRGEAGERFE L T, KB SN EBFEHES =X A/HITH 5,

(Yarvay SEHEEGGF Co X AMk  BEHRA 1%, 2002 FI27 b B —/L 3Rk
Ath CERR 7421 A 1 BIABEE S TRt BRRE) 2> & FEfnSm A TR fdis
HR FE AR AN S Az,

2. HmOBERFIFNE

(D ZHHESUTZNRIT, AT D LB TH D,
EIIEREHSBEX. WE - BT - BHE - TSGR EDHHREE. BANDERE
DIEIR

(2) ERZ2REWER & LT, MIEMMK, 37V FATa e, I A 3F—, [TRERERE .,
BHENHODOND Z L3 D5, (VL8 BIER] DEZEM)

3. ERORFIFMFHE

AENTIOFIHDERE (A2, ~NT T, ¥ 7 ¥ 7, Fovdr, =ovr H
AV, IV U avFay) k, TX AL LMo RGEE O TR, A
X =), T b OEOGREREEIT O AT TKOA TR LTS,

AFNE, A OMEFERIEIC K 0 HRIAl & U723 = A R/WFITH D,

4. EEMFERAICE L TAMT NERE
A% L7

5. RREEHRUMRE - EALOFIR
(1) A&FBEM
RN



(2) 7@ - FALOFIREE
%24 L 720

I

k={|

6. RMPOHE
ML



I. SFCRET DIEH

(1 #4
Varay SEHEAGF C o Ak ERH

(2) %4
JUNKOU Saikokeishito FC Extract Fine Granules for Ethical Use

(3) BFRDHE
AL, 9 FFHDOEIENG /R0 . FONGD 7 EEIT/INESAE . £7-F0ONO 5 ffET
BRI L 720 NSERAG E BB A BRI T E LT AT BN EZ BN D,

2. —{&4&
(& (&fiE)
SR R L)

(2) %% (k)
Saikokeishito (FZ¥ L72\))

@) AT Ls

AR OVANA

3. BEAXILRMHEX
AFND ERITTFFE TRV, DY THRDO 7V FNI F Uk, v 7 7 KD
NE=T7u ) UREREHEINTND,



Glycyrrhizic Acid (77U F 01 F 1)

GlcA-2GlcA—O

Paeoniflorin («"SF =71l )

Gle—O.

4 HFRRUSFE
3. ZFRH L7z 2 BAMC DWW TLL FIZRE T,
ZUFNYF UM (Cplg0s @ 822. 93)
RE=7nml) (Cy3Has0y; @ 480. 46)

5 128 (adE) XIEXE
%Y L7

0
BH
Jo

6.1BA%. B4, KBS,
REER:FC10



. BXDICRET DIRE
1. IRt e
(1) 5MR - 4R
SRS % A () -
HEBEORET, ENTITBORH Y | BRIEDOR <, RITE, R0,

(2) FafEE
KICEEFLT < 7 rudbh NUREOAREBNCE, & A ST R0,

Q) WiE
et v
DR (DR, BR. HER

ARV

(5) BRIG ELAZRE E
L7

(6) D ECIREL
AR

(1) FDMDE iR MEE
PP A

2. AR DEBEEETICE TSR EMN
V. &E|ZEHT HIER] #2552 L



3. BMES DHERHERE. EE
(D HERRRE (BAERA TEPAERSIT TR 1THEW)
*TLC (E7n~bhro74—) I2&0, TRRAEKOHERZIT O
A =
Foar
Y7 Y7
4
At
AV
avxavy

) EEE (BXAERT EHAERSI XX 1THEW)
— R E R —
TE RIS MERA SRR DFRIE R 7y & BT 5,
R34 - A I R=" b,
INA T
R_E=7nml v
7N F ) F R

- ERIE  mEREs 0~ 7T T 4 —



V. &RICREI DIEE

1. Elf
(1) Ffz DX HI
AT A1)

(2) Bz DIV ER B UMK

P A PR
Varay i TR IS IzBW»
Lo F C
T AR L = —_— -3
K18 th, A DI ITFEN FRIAZBN
—_ A F i

Q) A a— ~

FC10 (S — F 2]
(4) &I D Y%

MR L
(5) ZDith

RN

2. HWEIDHEK
(W ERRS CEERSD) OEERVHFMH

AR 1 HE6.0g ., FrRUERL VM L7k R =5 2 (SebEbs
Tk 2) 335 2 AAT 5.

AlE YA = 5g HiE = 2g
AR N~ 4g HfF #A4 YD 2g
R AR 3E EN = = 2.5¢g AfEm vyw  1.5g
HIg vv27¥” 25¢g Hi vav¥ay lg

AR Avar 2g

WAl | hUvEnay T T FREKEY

7




() BREEORE
kTR L

O
kTR L

3. RTEREOHEMRUVEE
RN

4. Hif
RS

5. [EAT DFREEIED B 5t
BIZERHD, SRR DRFEILTE 20,

6. HEDEBEFHETICHTEREME Y

(I PRAFZRA: il e
53 i et 60 » H ETOHEHATHBN TH T,

HIEIER - MRIR, FOBRE, K, MARIETEIR 7y, RIERER, =X 2GR, ©f

7. FELERVBRBEDREN
B -v A

8. fuFle DRALI (MEILPmZElL)
AR L

9. AHM
PN -V 2P



10. B[ - a%

(N EFEAVELGRS - 2. HEVEFRCESR - 2ECHT HER

BA=RPANA

4y AL ko 168g (2. 0gX 84 )

Q) Fliers=
PA=RSNA

4) BREDOME

Al ARV F LT L THL—h RV ZF LTI =LA R T

LyOWNETZ IR — 7 4L A

11, ARREHSnLEME

RSN

12. ZOith
T E W BR AL FRER
A ARTE R 7 O EFROR A IR EERRBIE I L L . SRR A1T 5
OB OH OH PR
AR A 8 10°CFU/ g At
TR 2 10°CFU/ g A
NI (=35
ol (=35
PILERTHE e
w7 N EKE (=35

CFU:Colony Forming Unit



V. BEICEITDIEE

1. BEEXIIHE

4. SEEXIFZHR
EIXERZEHSBIBX. WME - ElY - BE - FERETLENHHEE. BHBD
BRHADEIR

2. MEEXIIHRICEEET 5FE
BRIE I TUV a0

3. AERUVAE
() RERUVRAEDREDR

6. AERUVHE=
. RALHG. 0g%2~3ENZoEI L., i XITEMICR OS5,
7eds. AR, RE. JERIC LV IEEET 5,

) BIERUVAEDRERE - RHL
RE STV

4. RERUVEA=ICEEYT 5FE
BRE S I TR

5. BRERRIE
MEREKRT—2 /8y Fr—2

A=AV

(2) B PR LR ER
mMER L

10



() RERGREFNHR
kTR L

(4) BT HOBAER
1) PRI HER
BRI L

2) e ER
MR L

(5) FBFE - FREERIGHER
MR L

(6) SRR
D EABRBERE (—REARBERAE. FEFERARERE. ERARBLRAT). HER
FTERT—IN—FE. WERTRERDBRONE
R L

DARBEHELTEBEFENDARXIIERE LI-FHE - HBOBME
MY ER L

(7) £ DAt
LR

11



VI, ZRIBICRIT DIRH

1. FEPMHICEEHDILEMXIIILEYE
FrETE2n

2. EIBER
(1) e FER L - e

LR L

(2) EhZET 1+ D HERAE
M ER e L

() YE A FIRBER - FFihF
M ER e L

12



VI. EMEREICREI DIRE

1. MFPREOHS

(1) s LB B e
LR L

2) ERERHER THER SN IPIRE
REERR L

(3) hEgis;
BUEE L

@ RE - HHAEOLSE
kTR L

2. EYRERN/NT A—4
() ¥ A%
MR L

(2) RUSEE TE B
MR L

() HEEEE
mMER L

Do) TF7I3R
mMER L

(5) SR
UG L

13



(6) ZDith
B

3. B&H (REaL—>av) @i
() A A

LR L

QD INFGA—2EFHER

MR L

4. RN

MERE R L

5. o

(1) ;% — fix B8 P9 @ @ 4
MR L

(2) Ik — BAAE RS P9 @@ 1
MR L

Q) it ~DFITH
MR L

4) BERA~DFEITHE
mMER L

(5) ZD DB~ DFEITHE
MM ER L

14



6) MIEBEHEAE
kTR L

6. Xt
(1) R BEREL R UM BHRER
B R R L

Q) RBEBE5T S8R CYPFHF) DOHFiE
MR L

Q@) VEEBHNRDAERVZFDEE
MR L

4 REYOEEOAERVEMEL, FELESE
MR L

7. HE
MR L

8. FSUARKR—A2—IZEAT BB
mEER L

9. BNHFIZKABRER
MG L

10. BENDEREZHTHEE
MG L

11. Z0Dih
MR L

15



. Zxf (ERLOFRE) ICRETDIIEE

1. EHERABREZTDER
TV

N EZNDER

$
BRIEIN TV

3. MEEXIIHMRICEHET HFE & ZFNDER
E STV

e

4. FEARUVA=ICEEYT 5FE LT DERA
BRIEIN TV

5. EEGEREIE L ZDEH

8. EELEAMIE
8.1 AK|DFERIZHT- > TlE., BFEOIE (KRG - fﬁ)%%ﬁbf&ﬁ#é:ko

7B, BaRE I BIER L, SEIR - TR OUGENRD IR WAL, fkE
HZ2RT5 L,

8.2 AANTIZH VY UNREGEENTWADT, MIEH U 7 MERIEEEIZ+H
BTz E, [10.2, 11.1.2, 11. 1. 3BH4]

8.3 oOBESWUFEZ T 2561, SAEROEMRIIEET D2 L,

<fEEn >

8.1 EIRHEFHAIOIY —EOMIEMHAZXSD 2D, BEHEFZDOEZ FEEE L
THATAEEZTHL WD

8.2 MYV I DILFITEHASINTWATIZH, BEICAR VST SENERA S S
PR R Enbit#E LT D

8.3 [EHRHIEGAEZ T 256 12IE, E@é%@i%m@ﬂlﬁf&é &M
Hiti L Tnb

16



6. WENERERI HBEHICEHT HERE

() EHHE - IEEZEOHHEE

RV A GAVAIA

BRIE I LT

() Fr#eefEEEE
BRIE I TR

(4) £IEReEH T HF
BRIE I TR

OF

9.5 1EiF

Wb S TR LTS mTRENED & 5 PRI, TR EOAREMED a2 LAl
LMW SN DG BICDORESTHZ L,

(6) 12157

9.6 $=FLim

160 L DA K ORI DA 4 MEZ B8 L | AL OMR T 1k 2
5T L,

(DIMNRZF

9.7 INRZF
/NS Z SR & U TR REBR 13520 L Tu 7wy,

(8) mtnE&

9.8 BEE
BT 272 EEET D2 &, —MRICAEBRIENME T LT D,

17



7. WHEH%ERA

() BHREZEZEZNDER
BRIE I TR

Q) HtREE L EDER

10. fEFHA

10.2 BHREE (BFRICSER IS L)

TVFNIFUB—T
Sak=ty VN4 VSN B
VAT AV
TVFNIFUW—T
T b T DL
AF A=A F
[8.2.11.1.1,11. 1. 2& ]

SEFN 4 55 ERAERR - HEE AR BEFe - falRlA 1
12 T E A BTNV RATa U JER’H D | 7V F Y F UERITIRNE
RIHEH EL T <5, 72, K| TOH Y 7 LAPEIEHEEH
il eEASR AV T AMIEDFRKERL L | NddD, MmiEh Y UL
P 2% T, IARF—Rbobiv | EORTHMEESNLDZ &
TVFNYFUBRENED | 3L D, NEZBHND,
WA GAT 58K

<fn >

1. WV oagHEEl 7V FYF UK O OGRS R
TUVFNIFUBE T UDSE LTARNITEAELTRBY ., fiHicky 7Y
TN FUBROEBRENENT 5720, AU o AFEERAN R I D,
AFNAT A O 1T HEE LT 2. 5g Kl FALTWH72sH, B 56342 H 13
HATSRIEEE 168 5 [ 77U F L) F UL EAT HIERL OB NI OWT] (2

HOZRHLTWD,

. BIERA

1. BlfeRA

ROBWERR S HOND Z LN DHDHDT, BlgEx 1
a3 G2 19 % 7 EIE YR ALE 21T

s
AN

IICATV, BEDBO b
&

o

18




() EX7GEEA & EER

1.1 EXLEIER

11.1.1 FEMMR GEEA]R)

NZWR, PR IR, FEEN, T ORE SN D DO HAITIL, ARSIk
L. BN ERXER. M CTE DR 2 i+ 2 & & b ICEIB RE RLVE A
DG DY R AEZITH Z &, Fio, N, MR REE, BEER S S b7
AT, AFORAZFIE L, 727 HI0#EKT 2 L) BEICH LEELITY =
&o

11.1.2 A7) FRTAOVE (BEEARBR)

&H U o AMSE, IF FE. T RU A - (KEOIEE . HIE, REBEINEEOGT
JVRRATa U ERHLDONDLZ ENHAHDOT, BlEE (iEL Y 7 LEORES)
ZATATUV, BE N SNBSS AR IR L, B U U ARIOEREEED
WO EAEITH Z &, [8.2, 10. 251 ]

11.1.3 SH/NF— (FHEARH)

BV T AMIEDFERE L TCIANRF—RHLONDEZ ENHLDT Blgis+
SICATUN, MR, DU Rt « R 2 o0 B ISR O b vz A lcidx 52k L,
BV 7 LB ORGEOEY)REEITO Z L, [8.2, 10. 2]

11.1. 4 FF#EEREE. |E (WIS RA)

AST, ALT, A1-P, vy -GTPZEDZE L\ EH %25 IeERE . BEND Hbihvd =
EMB D,

<figin >
11. 1.1 (FEMERZ)
AHNZ L5 & B 2 BIEMEMROEERENEE I N2, BAETEEERRDZE
SIRAR SRt B, FEROBWER AR Lz, (CERE 14 4E 7 H 10 BAFE5ERE [ER
s O E OB OSETIZOW T 1233 < &ET)
11.1.2 BTV RATaE), 11. 1.3 (435 —)
N T EERTHEFMANEEL )T FUBERRATHT IV RATr Y
SESRBL L 7EGIOWMENH Y, B 6342 A 13 AMNERES 158 5 (7 F LY F
VRS RS THEERGEORY NI OWNWT] ABEM SN EDREE LTV D,
AV 7 AffE, mE B U DL - AREOIFRE . VRIE, REEINEOSERRE
ICHEBE L, BESEOONZGEAICEESEFIEL, 7Y U AH O ELEOmEY) AL
(R B BN
11. 1.4 (IFeeers. #5IH)
AHFNZ LB EBs AST (GOT), ALT (GPT). Al-P, v -GTP O LH2&% (£ 5 ATHERE
sk HEOEMNHRE SN CWD ), ERoRWERZ L T\ 5,

19



2) ZDtDEIER

11.2 Z0oaIER
HEFEANEA
I REUE B, FEIR, FRIE. FHEE
ks T, ERE, AR RS
UAIR BEBR. HERRIR. MR, FRIRIE. BEREARAE
<ffE >

BAREOHIA 5B 2 R L TR b7, BIEME LRI L TV D,
9. BRRERBRICRITIZE

A ER e L

10. BEIES
AR L

11. BRLOEE
BRI L

12. ZOMODEE
() EERFERICE D < 1FHR

15. ZDHDFE

15.1 BREREEAIICED < 1548
UL O/ NEFIECIE, A ¥4 —7 =12 & OPHIEICRIEERZ% ORI
FADS% < i STV D,

(2) FEERRAERIS 25 < 148
R L

20



IX. JEERAREHERICRE I DIRE
1. FEHER
() EEERR

kTR L

() R BRI
LR L

(3) Z D EIEHER
G R L

2. BB
(1) BE S B
HUE R L

(2) RER SRR
AR L

Q) BinE=EHER
EERR L

(4) DA RIS
AR L

(5) EIEF A S ER
A ERR L

(6) BFTRIB S ER
mMER L

) Z OHEOEHERE
LR L

21



X. EENSIRICEET JIEE
1. BHES

BA=RPANA

2. B3R
BLET% 3 F

3. AERETHRE
Ik - SiRAT

4. BRIV EDFE
s AR O RE EROTo 0, TE DR Z BT, B B O Y72 57220 LTI RE
T5Z &,
- BREMR IR IR R 2, Bl D CEE 5 2 L,
c RFNIAIE TR E L TCWDDOT, BiENERD 220305,

5. BEMRITEHM
<FThoLEy
FBE I RS A B

)|
|
=
3>
i
N

— AF LIRS =X A G

7 v T SRR o A AL

Y T SR = S AR (R )
mE

7. EFEEERA
PARPANA

22



8. HERFTARDFABRVARES., RMAELRSEAB. RTHIBE

HRoEA Varay SRS E C % AMKL ERH
BLEAR e AR A A 19864 9 H 2 H
ZiGheEs 16100AMY00368000
At FL B AR A A 1986 4 10 H 30 H
H7eBAshEE A 1986 4 10 A

0. MERTHREM, AERUAEBLEEMEOERBRUZONE

A% L7

10. BEERR. AMEHRARFABRRVZORRE

BA=RPANA

11. BETHME
A% L7

12, HEHRFEMRERRICET 5178
A L7

13. £iEa—F

R5e4 Varary SSRGS E C X Ak EEA

HOT (13 #1) FH = 1100624020102

JEE 5 B A L TR A

. \ 5200051C1050
EH AL = —

L7 NERa—F 615101333

14. REEHBHFLDIE
A% L7

23



1. 5IHEXE
DAENE R (B = % A KR WRFRER DT — & fZ2#T)
2) R (f8 5 SRS 3)

2. FOithnsETH
BA=RPANA

24



XI. &8N

1. EGHETOHRTRER
SR TIEFETE S TR0

2. BNCEITLBRKRIIEER
M EE R L

25



1. FRF - IRERICER L THERKRFIETZ1T 5 12H 1= > TOSEFHR

AEDTFRIZET 2 FE  KARIZIIKRZZ T TORWEEICEET 2 ERA & 5,
R GELEPHESL L TOWRVHNELEENTEY . HL ETHREEH I TV ERER S
ETELNTERL2EEL LTIRLTWA, EENEEEDNERERZBET5 ET
DBEFBFRTHY . MLHEOFREZRTHDTILRU,

(PEHUARAL - TR A D BOE E e R EHC RS 2 1 BT A BT % Q&A IS
DNWT (D 3)] FHILHE 9 H 6 BT JBATHBIE R « ATEE/E RS - BREST
TR HB5IEA)

(1) #3
LD L

(2) Atk - BANRURERSF1—J @Bt

ERITRES
BB st
L B — ‘
i R x| HALE | B (50)
i = A X 5%y 10 %y

Paray SEERERETF C | 2.0/ 1 - B 5
T AHERE EE HART .

ARERIL, THARE BERG N FT 784l (BR) Cixo)) (LT THEE

[e]

26



HFIF 2
RERFE (R - BRIK 1 EIIRHE%E, v v 7% L72iFEAZ (BF&E 30mL) ([ZALD,
1R85 (55°C) 20mL WeWNER Y | 15 (E1EREEA L, 5 /0 HAREE, HuE% . Mt

IREBZBIEL, 5 DRICHELRWES, &S 5IC 6 iFkiER, REMOIREZE]
295,

B E Gl - AR - BB L7ERIRICHOW T, 8Fr T2 —7IZiEA, BRET =
— 7 OEANGEE DK 2~3mL/BORETHEAN, 2B, Fa—T1F Ny N EOEE
ARE L, EAFEASG D 3 50 2 Z/KEIC L, s (EANR) % 30 cn®D i &
ity M5,

PR %D b DIZOWNTIE, ZOBRIEAZRCT 2 —7 WA K 200l THWEL (7
Ty r), BT,

FHGE (HAEE) - MR % 55°C DR 20mL [IZAFL, 5 2 £721% 10 Sy IR L
7z & & ORI EE
O : IR E 72137 < IR
AR LIS WD
X VR - BB T L 220
— : i G RETERT G4
At T E GaiEt)

W1 10y LANICHEE « B L, K 20mL T T v U5 L ik ET
RN 8Fr. Fa—7 Zi@imT 5

W2 — CRERE)

Fl:— (R&E)

%2:— (R&EE)

% 3 SMEAHEIR, K 20mL TT T v ST EEFRIENEDLLOT, &5
(2K 20mL BT T T w745 L RIENKRST@mET 5

i R BT S 720

27



2. ZDHDOBEEEH
(1)PMDA EEBIMERKERIEY =27V (BH - —fBOAMIT)
- M MMZE (https://www. pmda. go. jp/files/000240154. pdf)
5TV RAT 0 E (https://wwew. pmda. go. jp/files/000245308. pdf)
< AKA U U AIMSE (https://www. pmda. go. jp/files/000224788. pdf)

o ERANMERTFEDE (https://www. pmda. go. jp/files/000240141. pdf)
Q) BREAEFERFIGE CEAEDEER - T2 DER)

[ Hh ey (HE) GAERMEGRANC LS80 Y U LMD IE & 15RE]

(https://www. nikkankyo. org/seihin/take_kampo/110405¢c/kanzou. pdf)

28



	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

