2020F 118 (HETZ4hR)

B AR % 2 8% 5875200

EEmAVIE1—Tx—L
BARREAIMAO | FHER(1 99859A) [CEILL THER

EARE

VT YRR R & T A MR (B e )

TSUMURA Hainosankyuto Extract Granules for Ethical Use

=1 i/ BEOK A
AR7.5gth,. FROIHEDREEZDHIRTIF 455257 5.
*E *g . = = BE¥++3o 4.0g HEYvovo 3.0g
= =2 BEAVYY 30g HBRyYIYY 3.0g
BExvIY 3.0g BEYao+ao 1.0g
—fB (LB R) HEORE R OB

RERFARFERH
MR NS - HTFAE

REARFERERFEAR  IBM614E 3 A 5 H
EMBLENSHFEAR : BM61E10A308
¥ 5t £ A H:BM61HE10A30H

5 - BHSARST (FIA) -
BRI -RETHA

SElT HRASHEY LS

EEFEHEIEOD

MULWwabt® RO

MBRstvY LS BEFERZEO

TEL 0120-329-970 FAX 03-5574-6610
EEBFRELIS R—LRX—Y
http://www.tsumura.co.jp/password/top.htm

A | FIZ20 1 3BFEIAUETDRMINEDSERICEDITWEI U,
B ORINERBRIE. PMDAKR—LNR—Y [EERICEHT D I1EH]
http://www.pmda.go.jp/ ICTZHESRL EELY,




iFUodogoboobboooooooobo
0
googbobooboobbooboobooo
goooboooooboobooooobobbooooooMrROOooooDoboooooon
gbboooboooobbooboooooboboobooboooobobooboboooboboonoo
gobo0oobesqooooooooooodoou2ooooooooooboboboobbn
gbbodbbuoobbmirbbooobooobooobboobboobboobboobbo
gboobooblocooooooobo3sgbobooooboobooboobobiFobooooooooon
oo og
gboFoboooobooobooooboooooboooooboobooboobooobboobobooobobo
gbboooboooobbooboooooboboobooboooobobooboboooboboonoo
gbboooboooobboobooooobobooboboooobboobbooobboonoo
gbboobobogboobbuodboobbuoobooboboobboobuoobobon
vbobgobooooboobooboooooboboobouobobobobobobobobobboboon
gboogobooboooobooboooboobboomwrooboobobooboon
oomrooooooooog
gboboA4dD0O0O0O0ODbOO0O0obDOooboboobgbbooboboboboDoobobDooD
gbbodbboobboobboobbuoobbooboboobobuoobooImiFboboobbo
gobobooimrobbobuoooobbobboooobmirgooobbbunoiobooooobon
vbooboboboooboooobobobobobobomrobobobooboboobobobobo
gobooobooobobooobooobobooobooobboobobooobobooonoo
gboogooboobobooboboobboooboobboooboomrobbooboonoobo
gomrooooooan
gbmrFgoooboooboMrROUODOODOoOoooOoOooooboobooooobomrgoooboooo
gboooomrFboboobobobobobobob
ooMROOODOODOODOODOOOOODOODOODOODOODOODDOODODOD
gobooobooobobooobooobobooobooobboobobooobobooonoo
gboboooboooobbooobooooobobooboboooobobooboboooboboonoon
OO00D0O0O0D0OO00O00O0ODrug Safety UpdateD OO0 OO0 O00OO0OO0OOOO0ODOOOOCOOOO
gbbodobboobbooboboobboobbooboboomwrboobboobboobbo
gbobgooboooboobooboooooboboouobobobobobobobobobboboon
vbobgobooooboobooboooooboboobouobobobobobobobobobboboon
gbooboooobobooboobobooboboobobobobo




|. BIE(CRAT 3IHE

LI e L LR PP 1
P L7 = = - < | 1

Il. B¥ICRET BIEHE

1. BEES
12 o)
2 -2 o)
D2 1172 £ 2 o)

2. —f&

()R (BRAZIE) -++-vveervvrrrreesseresseesseessteste et e st e et et e et et e et e st e e b e e st e e s e e te e st e e seessseeseenasees o)
O e o =2 L o)

3 . ABIETUTZIZTRMETE oo veeveerrreermeesee et et =)

TR 2 w10 s e R PP 3

o (P i) L 3

eI (=122 L L -1 TR, -1 3

WA O N R ot -3 P 3

. B3RS ICET HIEE

LI S5 15 7 N0 o | LT a4
2 . YIEEFHMEE
(1FHER « TR +-+veerveeemmmeemmeeemn ettt a4
) 1 a4
1) a4
QR (RET) . RS BB RS -+eeervveerrrreesmrresmree sttt ettt 4
) B =Y gt LT P PP PP 4
() N % T 4
A ) 1D 7 Sy - R a4
3 . D DOBIERIE T CE [T DRI+ vveerrvrrerrrreerrrree sttt a4
b . TGN DFESEERERIE - -eooveeerrrrerrrrerm et st r ettt 5
I =571 0 O Yo v e 5

V. RAEICETBIER

1. Al
O 200 ) A2 7 L 6
)= 10 L P 6
) 721 PP 6
@pH. SEEL. . EEDSRUREIEDHIEZE v oooveerreerre e 6
2 . RAIOHERK
()EETHEESD GEIERE D) DS BB -+ vvveervveersrreesmnteertte ettt ettt et ettt ettt 6
11 L PP 6

3 . @ﬁuw%ﬁ%{q:?lcﬁlj%ﬁilﬁ ............................................................................................. 6



4 . MR DECSZEL (WIEBILEEBIZE(L) -+ veeveerrveerreeerseeseesnseentaattente st e st e st et e st e snb e naeesateens 8
B . AT DITEEME DG D IRUE - +eeveeervrerererrreemsteettent ettt ettt 8
B . TEHHSHER - +eervverreerrererrrenee et et e e e ettt e et e e e et e et e e e e aeenaraens s
7 . BRI DTN DFETTEHER T -+ vveovveerrrerrseerrrrersrerssessttenteantteste st e sste e st e ssee s teessteesseensnesaseens 9
8 . BRI DTG RNEE S DR E e rveerreerrrrerrrerrseemteaittente st ettt et et e st e bt e et et e st e ettt et st ens 9
eI 170 7 1 = R PO 9
10 . %@ﬂﬂ ................................................................................................................................. 10

V. aEICEY 3IEHE
I - 3V L L P 11
P < 4 3 = - £ 11
3 . ERFRALAE

Q=7 1 11
(O)BETREETEERER | ZDZSMESER -+ +eervverrveerrreerseente et e sttt ettt 11
Q) ERZRAISRER © PR IHETRERER - +erveervererreerssrerseesssrestesiteestte st e stte st e et e s e e e e st e e neeenseeeeas 11
(4IREERIEHBR
1 EVE B LT TR IR IGERER -+ verveerrrerrrrerrresnseesteentte st ettt et st ettt ettt 11
D) EEBRERER -+ vvervveersreemneenmte et ettt ettt 11
L= o 5L 11
D 13111 11
CEmHIER
1) EARERT - ST ARETEE - BUEIRTSEREEIREEER o oorerrerrreerrreerrenreene e 11
DVEERME L T T EDONE LR U TSBRDIT -+ verveerrreerrrerseesseessnnasseenessnseenesnnns 11

VI, EEEIRICRIT SIER

1
2

IR [CEIESD B L MISLIT LR MIBE -+ overveererrereerre et 12
. FIEER
;2 I 4z e P 12
O L S (b B a7 TP 12

VIl. ZEMEREICEIT HIRR

1

. MPREOHE - AlEE

O A e =71 9111 = = 13
() R RS TSRS -+ vveevveervrerrreesnneenseente et e st et e sttt et et et st e bttt ettt 13
2 oo Y11= 13
QSRR IR T B IS -+ vveeveerrererseessseerseesssrentesteesttesteesttesteesstessseesseesteesseeenseesnes 14
. EYREERN S X—5
O e it TP 14
(2)}(',(2‘7/\“,(5&‘”7_-,( ...................................................................................................... 14
T T = =t R 14
()27 1) J7S5 50 R vvvennnununununututatatatatat ettt a 14

= LR P 14



G . IR eveesorrensessesonnntsossranessessansessssonstsessonnesssssansesossesnntsessennesssssanttsossesnessessenntsosssanetsossensessesaen 14
4. 5%
(1) — FRREPTIEB I -+ veeeovvvreeerormmmreessmmmeee ettt ettt ettt ettt 14
)y = AN Y -4 N 15
) = TN - PPN 15
N, o LNy - 4 - 3SR 0 RS PSRRI 15
(5)Z DA DHBEE N DFBITIE -+ vveeererrrrreesrmmmree ettt 15
5. L&
R L Tl N LGN - P PPN 15
OB CRIS T BDEEE(CYPASOZE) DI TRE-+++eerrovvreeererrrreesmmntetniitte ettt 16
B ENBBN R DITEE LU F DR -vvreeeerrrreeererrnreermmite e ettt 16
AR DIEIEDITEETGUFELER -+ +vvvveeesrrrreesrmrntee sttt ettt ettt e ettt e ettt e e sttt e et e e 16
T aw LS Ed i 1 L PPN 16
6. Bt
O 3 e R PP PPN 16
(YRR  «+vv+svesouuetsossauncrsassossasrossaunesossosnossessossessossaunssssssnstsossonetsossaunsssssnonntssssosnatsossasnassass 16
)7 311 ) S U SR R NS PSRRI 16
7 . BRFICKDIRER
()RS AT - -+« vvveeeessennnrrennnereessnnanttttt et e e e e sttt e e e e e se bbbttt e e e e e s ettt e e e e e s ettt et e e e e e saane 16
(OMIIITBITEAT - ++++++++onossosseunassessennasssssannesossonnassessossessossannessssrenntsossosnessossannssssssonntsssssasetsossannassass 16
Y =L 11187 -7 T T S 0 0 R S PSRRI 16

Vil. 221 (ERLOEEF) [CEATDIER

1. %gwgt%w}im ............................................................................................................... 17
2 . ’,—%‘EW?C%@IEEI ............................................................................................................... 17
3 . FHEE - THRICEIET BB L DR E FDIBEY -+ veervveerrrerrsrereesseesiteateestesteentasteenseesseenseennns 17
4 . m;ﬁ . m%':gﬂﬁj%ﬁmi@;i%t%@iim ........................................................................... 17
R ==t 1 a0 ) == LTt 17
6 . EEHE$H@5$%C%®EEE&UMEH§£ ................................................................................. 17
7 . 1BE{FA
(1 )1#%%%&: %G)EEHE ............................................................................................................ 18
(2)1#%51%‘\& %G)IEE ............................................................................................................ 18
8 . ElfFA
Q=25 10 =P 18
D) EATEEIWERR ETJHRRELR -+ +++vverveeerreerneenseente et ent ettt ettt ettt sttt ettt et 18
B 17D L4 LR 19
(2)IEEﬂu%fﬁﬁﬁ%ﬁﬁfg&Uﬁﬁﬁ*ﬁﬁﬁﬁﬁ—% ........................................................................ 19
OBREE. ARE. EEERUFHOGRSERAOBYERFIRET oo 19
QBT LIV — CHF T BIEERTRUSRER K - veervveevrerrerrseenteente st ettt 19
T == 11 LS 19
LI 2 T T - T L T 19



11. ,J\IJEU%/\(D;Q‘_:,__ ..................................................................................................................... 19

10 . B R TG TR T GBI e eveermre ettt st ettt 19
13 . i@%;ﬁ .............................................................................................................................. 19
14 . BALERUERRHIIEOEE (BBECEE T NEGAEEITLE) o oveerrrrrrerrrerremreeneenrenaneees 19
T 0 10 3 = G 20
LT 1 LR 20

IX. FEERPREABRICEI T BIER

. 21
2 . Bt
(1) TS RS ESRER -+ veervveerreesssrerseessseestesstteste et et e st e et e e st e st e et e e s se e e st e s s e et e e an e e s e e nes 21
O =t e T L o1
N o ke o LT 21
O ) Dy 7 =L v R P 21

X. BV LDEFEFICRT 318

I = 51| BT g o) -1 R Y]
LI L - PP f=Y)
R =) e LR Y ) 5 o= U UL f=Y-)
4 . 73%73‘%14: .............................................................................................................................. 22
TR = =18 Y]
B . [BI—HHS) « [JFNER o vveevveererermeemmee et ettt f=Y)
7 i @ngﬂgzﬂiﬁa ..................................................................................................................... 22
I Dl o | D O a et =Y
= 7= 2 T 2 | = Lt PO Y]
10. ZHEE - SHEREN. FiE - AR EENEDER AR T DL wwrerorrrerrrrremmeremmreenieeneeneans [=Y-)
11 . ﬁgﬁﬁﬁ%\ ﬁ%gﬁﬁﬁg%ﬁﬁﬂsﬁ E&U%@Wg ........................................................................ 22
12 . ﬁgﬁaﬂ&ﬁ ........................................................................................................................... 23
LT - 17 V=1 = PP o3
NI = 20T i = 3 0 R o3
LT o o o T D D5 L o3

XI. 3Z#R
1) 5 LT PP 24
I 1 ) s v XL 24

XiIl. 8EZEH
A VGO E i Tty oy LT 24

Xill. fsZ&
B D113 = L P PO 24



|. #IZEICET I

1. FERORE
AANG TR OB M O FERES) %2> & 7 MEOKERIEIC LY
BN LR WAl E LTRAGEL, Sh [EAERRERERF2%1205 85 (5.60.5.31
) 1 CHED S RERBHGH L. ARESNEBRNES =5 287 [ 2 7 PERRB S
& 2N (BRHRH) | Th oo

2. HmOESHNRUERAM

OAFNZFEFHOEE (FFav, AV, FIYY, ¥Yx 22X 7, 499, YavrFar)
RAKDOATHIML, WHEEHEECI VB LGRS L2, RIEBERPKEZ —WHAL
LY AT B OERER B X D RA L LR o3 A RATH S,

QRIRE IR R, BFOEBY TH S,
IR, MR L TH %2 & D %o ALBSRE. 35, 6. WYY, Z OMbRIEE



Il. RFRICET HIEHE

1. BR55%
(V&
V5T PR = 2 B (B
@iF&
TSUMURA Hainosankyuto Extract Granules for Ethical Use
(3)BF¥RDHEE
PN WX &ty &5 o5
PEMRE R AN, [ERER] [CRRSh PR EPHREG 26 (B0 %
HbET—20OWGLTHIL) LERHETHY, CoZizuhstl
2bDTHAH,
N THEREB L% L HIFENTYS, PRIRE 1. JCIC% A2 W5 A
AT LR EZUETL2REE V> T0b, —HiZiEH 225 G L
A LTHWbBNTWS,

2. —fx%
W7 (E&iE)
HEBR O
@F8 (&%)

hainosankyuto

3. @& F IR
[(Z%]
DA Z ~EDOHEGTRAE L2 D2 L TR FZABHAIT, ¥V ylko
TIVFNV)F U, Yx X 7HkORFT=7u) v, YavFavHRkD [6]-Ta—
A= NVEPEHINDL, ORI LT ORENZ LU TFIRT

glc A = glucuronic acid
glc = glucose

glc-0,, . 0
H
i o
COOH,C ¥ A

9 . 7 OH
glcA ’ A
glcA .. . . .
glycyrrhizic acid paeoniflorin
(h ) (¥yx7%x7)



H;CO
: /\(CH2)4CH3

HO

0 60shogaol
ooooooodo
0

O 0o 0o o o

O
gboooooboooboogn
gbooobbdgdo

gboooobooboogn
googoobogn

O
gboooboboobooboooboobgd
Uo0ooooooTioizzd

0o

gboocAsOOogoon
googoobogn

- 0O



. B ICET HIEE

1. B3 OREIXS
M LEw

2. YRE(LEMME
M5 - IR
RERREOBET, BRZIZBVAH Y., HRITH L THEW,
Q)BmFME
U Lhw
QMR
BRAMHEE IR ETE Rve BED720, WRIMHRE RS,
* #
—-=—=-=25T 80.7%RH

— — — 25T 61.8%RH
25C 50.8% RH

30F-« 00 mmm—— 25°C 29.0% RH
=1 -/-/ ------------- -
1 1
10 14
B [ (day)
I AN K O Wk AR

@Elm (PR . HR. BE=
Y Law
B EIEERREL
BYLaw
(6) 7 ECRER
AL ew
7)) ZEDMDEERIHE
Y Law

3. BUMRSOBERETICHIIDIRE.
Wtk [TIL 2. QURRME] 2S5y 22 &.]



gboogoboooboooo
oivVO0OOOOOoOOoOoOoOooOoO0oU0O0Uooooooooo0oooOOoUooooooooo
goog
ubboobuoobbooboobbooboo
0
ooooooooogog
oNvVO0OOOoOoooooOooOoUoU00ooooooooo0oooDoUUoooooooo
gboboobooboooboboobooooon
uboboobooobooobboobooonoo
U

- o



V. RFIICEET SIER

1. AR
(MEIRZ DX FIR O AR
EERN
Al B
fty ZBw 73
iy ezl WKt BRZIIBW HLTHn
@ RFI D4
WRORBA. S
W##E (g/mL) JeE A Sk g
W % A i) (B) (%)
#10.65 #10.76 #136 #96.7
Ny F—F 2% —=12&5 (25C 50%RH)
QFRIO— K
VAT 122
@) pH. ZEEL. #E. EEOENURELSPHESE
[# DpH]

Aim25g12K50mL%Z 2 TH EEAE72WOpHIZFS1TH 5o

2. HFIDER

B S GEEmD) OSE
Am75gH. TilOHEORAERDOEIRT X 245g% GH T 5o

HE*¥*av

HREA Y

HR*TYY
@i

4.0g
3.0g
3.0g

HE Yy 272X
HEzA4 v

HRYav¥av

3.0g
3.0g
1.0g

WMWEL T, HRATTIVVB= 7AYo 5, HRIABEKANWE ST %0

3. HAIDBERHTFICBITIREN

DBRA DK - & BB 055 DZEAL

PRAFIE B PRAE S g
T35 i 5 HAE AL L
RYZFLUERMV | BER5 HE AL L

*IH (PRIR, FEREAER, SR BRI o i, BHIEERSE)



g2nogooboooooooon

ggoogn

goooo

goono

O

g
g o0 oo

250

810RH 10

gooooog

250

620 RH 100

googoog

250

510RH 100

goooog

2500

290 RH 140 [

googo

googoog

250

810ORH OO

goooog

250

620 RH OO O

gooooo

250

S10RH 100 O

gooooog

250

290 RH 140 O

googoo

O

O

1mooooboobooboooooboooooon

30q oooo
—-—-=]0 80.70 00 01
—=— =00 61.800001
258 00 5080000
o r - mme=—- OO 2900000
B0 000 -
O "
[} /_/"
] o .
o 154
g A ——
1047~
'/

0

000 20 0400 60 0800100 120 14

00 0O0dayd O

2n00ob000boooboobon

O

300N

25H

20H

154

gooooooo

108

5i

oooo

—-=-000 80.70000

———000 6180000

00 5080000
==-000 29.00000

—
- —

0 r r v v r T J
o0D 20 0400 60 O8OIO100 120 14

00 O00dayd O

- o



goooboobooboobboobooboo
gooooobogoo
g
gboobooobuooboboooboaoboo
gbooboobbooboobboobaoboo
0
googooboo
gboboobogobboobooboboobooooboon
gboboboobooboobobooboobooboobooboobobobwboDboD
gboobobobobobobobobobomooooo
obooo0oobooboboobooboobobo2sgd
00000100rpm0
googoobod
Uimogoobooboooboobon

0
0
(]
O 5
O
0 5
(]
[l O
0
D 0 a a a
0 200 O 40 60
U O0000minOO
0
0
D20000000000000
O
|:| (]
0 =
O
|:| O
(]
|:| O
O
O a a a
H 0 200 O 40 60
D OO0o0O0OminOO
0

-0+



7. REIPOBEZIRT OEERERE
DA I

Mg O N9 74—k AV Iy HRDAEY FE2HRT 5,
@QFvv

WErux b7 74 —12k) [FIYV] HROARy M 2fERT %,
@¥xrx”s

MEZ7u NI 741280 [Yx X7 | HROAR Y 2T %,
WyawFay

MEZa< b5 741280 [YavFay] HEROARY b EHRET S,

8. HEIPOBMRSTDEEE

DKy ) — T F
AFHIZE TN F 2R KEROL Y 7 — (995) WHKS D= % HIET 2 RETH
5o
WM BEE: sy - (995)
BoE B HARRE., BB [HERREE 0O FAEROH [T—F VT F X

ERP] L 5,

@7V FN)F VB
AKMHIZEEND (A Yy ] HROFYFVYF U BE, Hitkra< 7574 =12k
D ERT 5o

@RF=7uy r
AP EENs [V x 72X 7] HROXRF=70) V%, Hifkru<x 7574 —12Xk0
T o

9 . FEROME
TIAF v IR RV FLY - RYTFulLy - FAfar
7T OV I G AITVIHE RV FLY - RYIFLUYFLTFL—}
7 vV I B -ERKYZFLY - KYZFLUFLIZYL—F



10. Zofth
(D B

AW BRI ARG . ZE2WEHO IR RS ORAEY AR e B | (SRR
[ I e 8 B D B A I M B9 % AR A SRTEAE | hod TREDIGEARTERA | 12#E9 5,
FeEMZEMICB L Cld, WIS THR SN TV RGNS, HARSRER S, AW
MBS IR SN TV AV ER TR EL TV b,

A_H L U i
3

A RIS A W B 10 ;\FTU/g

[}

#

¥ 102 CFU/g
) o
B wm BOW K o
HARIER .t A R E

i HREREICHET 5,

I A Ab B

%

A

LY

Rly v = 2 5 TN

R

CFU : Colony Forming Unit

QR TE R

LIRS, BAIh o REWEEITTE O FZNB 2R T,
Na KO M X IR, 2N DINIFHER G T 7 X~ Rk T 7213 5H &

T A EBEONIETEBL 72,
T F Na K Ca Mg P Fe Al Zn I
—H®FR | 50 | 623 | 59 | 107 | 101 | 02 | 03 | 005 | 0.001
(mg)
g
013 | 159 | 030 | 088 | 098 | 0.01 | 0.03 | 0.001 |0.00001
(mEq)

- 10 -



V. JBEICRATSIEB

1. SEEXIEZHR
BT, IR L TR 2 & b 2o 7o bBE. %5, M. YT, 2 O
(%]
B HER D A SE BT O N OALBRVEB M BB OV s lR I . PR 2 &IV %o

2. RERUHEE
A, WAIH75g%22~3MN2 58 L, AR U EMISRORE T 5%, 2B, Eifh. ARE,
JERIC X D B EHIRT 5o

3. ERPRRGIA
(1)ERFR3NSR
HMERR L
() PRPREEIEGER | BAMEER
AMER R L
QFRFRRVEER | AERIMRFRIR
MM ER R L
(4)ARELHIEHER
DEERETHTRERINGER
HMER R L
2)LE B ER
HMERL L
HRE MR
EMER R L
HFAE - WERIEER
HMER R L
G)iaErIER
NERRRRAER - SEERMIGRHAR - BnSARFTRERAER
EUERRL
EEIFRM & L TRIETEDABTNIF R U f 5RO BIE
HMER R L

R
R

- 11 -



VI. EHEIRICET IEH

1. FEFNICAES HLEYRIILS1)E
(%]
M. 3. \HERAXETRER] 22552 L,

2. EIBER
()ERERIL - 1ERAERF
AMERL L
@FEMZRATT D HERRIR
MR L

- 12 -



VIl. EWEREICEST HIEHE

1. MPREOHE - AlEE
()R EBMEMFREE

HMER R L

Q@ ERMFEEEERRE
M. QEEAETCOMPRE] 22H35Z L,

QEERECOmFEE
(%] ZUVFIVLF UV
R N12BICH > 2 F ZRA (v T F ZABERN0.63g % &) & BRI
G L7zBomERiZBnT, 7V FV)F Y BROKBYWTHL 7V FVLF VRIETHO

LR LY .

migh T ) FILL F U BEEE (ng/mL)

1000

100

10

1 ) | [l 1
0 12 24 36
B B (h)
[P+ BEHE R 75, HPLCIZ X 0 #il5E]
FUFINVLTF VIBOEYHEERI ST A —F
toa? | Co? |t | AUCO-lm)V | WGRIERY | Wiicieny | 200, | MU0 | IWEEL
) | @gml) | O | Gghmb) | 0 ) @ | L /miny | (%)
1284579 | 2280+10579 | 74279 | 32489+ 114609 | 0.81214179 | 009600399 | 11958069 | 1546%39.19 | >999

SEfE £ BEHEfRZE  a)n=12, b)n=9, ¢)n=11
*TUFNVYF UERE L T602mg. 7 FNLF VBRICHE T 5 L344me A

- 13 -



[(Z2%] WRAERTORER T DT v MBI 5 WH)E

DRA=70Y Y (¥ % 72X DY

1000 —— ~xA4=70Y > 0.5mg/kg
—{F ~x4=7R1U> 2mg/kg

—A— ~XAZ=70U> 5mg/kg

100

70U iRE (ng/mL)
)

MmiEh~F

120 180 240

0 60
B [ (min)

Sy MIY X2 X 7RSI =70 vk
OG- LzBofiEhr =gy ViREfER
DESE + Bk 858  n= 5 EIA 12 X 0 &)

@HBERZFRIRT 2 MHRE
EMER R L

2. FWLERERE/NSA—5
(DIRILEEEER

D6]-Ya—F+—N(¥awFavORn)?

20

—W-“C-[6]->3—#HA—J 3mg/kg
—-@-"“C-[6]->3—#H#—JL 10mg/kg

16 —A—1C-[6]-2 3 —##—J 30mg/kg

12

migEhigsaEiRE (1geq./mL)

et

16 20 24 48

0 4 8 12
B @ (h)

Sy MIyavFavoRsUC-[6]-va—A
F— b ¥R 5 U 7 B o MUE rP oS B i B
%

DR = MR 72 n=31C-[6]-Y a3 — At — N
T 15 0 52 ]

. QE@EEAETCOMFRE] 22Hy5Z L,

@QINAFTPRASEUT«

1. QEEAETOMHERE] 2Z2H¥55Z L,

QHREEEE

[1. QEFEAETOMHEE] 2Z2H 55T L,

N AS a4

. Q@EAETCOMFRE] 22Hy52 L,

GRmER

1. QEBEEAETOMHERE] 2Z2H¥55Z L,

EMREEFESER

[1. QEFEAETOMHEE] 22H 55T L,

3. MR
YRR L

4. Bt

(1) MR-ARi B P T i
EMERR L

- 14 -



@

===

BIRAOITHE
BRI L

RPN 7
BALRE L

@EBRN DT
BRI L

6 Z O DB DIBITH
BRI L

5. X
(OACHIBRII A UM SRR
(%]
Dt MENMEICE 20 ¥ 057 ) F V) F VOB (in vitro) ¥

_ COOH _ COOH
4 4

glc A-glc A -

glycyrrhizic acid glycyrrhetic acid

glc A=glucuronic acid

2 MEPRIFEICE DY vy 2 X 72O F =70 v OEREE (in vitro) 97

_ ,OH
N o 0
glc-O-., -glc HO-.. J H-O4,,
H — H — CHO
Bz-O-H2>C ™NO Bz-O-H2C iNO Bz-O-H2C o)
OH @H o
paeoniflorin { Bz
H H
>\O >‘0 : OH
O\ o\ L Ou
+2H
HO" R! — HO" —
R? 0 o o)
paeonimetabolin | CHO
R'=H, R2=CH,
R'=CHg, R?=H +2H
- ,OH - ,OH -
o =/ o %/ o - O
+2H
OH — OH —
H+
O O o
« CHOH
paeonimetabolin Il L
glc=glucose

Bz={_)—co-

- 15 -




3)Z v ML EIFICBT B Y a7 Fa v Do [6]-3 a— A — VOGRS (in vitro) ¥

O 0}
I i
CH,CH,CCH=CH(CH,),CH4 CH,CH,CCH,CH,(CH,)4CH;
OCHj,4 OCHj,4
OH OH
shogaol
OH OH

| |
CHp CHoCHCH=CH(CH,),CHg CH,CH,CHCH,CH,(CH,),CHy

OCHj OCHj
OH OH

QRBICBIST 38R (CYPAS0%) O5FE

BL TR L
NEBENROERRVZ OIS

BL TR L
ORBOEEOEMRUHLE

BLTRHE L
OEERBI DR 5 % — 5

BL TR L

6. Pt
(1 PEHEBRAT
BM TR L
@t
BM TR L
PR
BMTOR L

7. ENFICKDRER
(DEZERERT
HMER R L
@MAEHT
HMER R L
QERMEER
HMERR L

- 16 —



Vil. 224 (EALOFEESE) [CBIYDIER

1. EERBSEZDER
Bz L

2. ERASLZDEH

(R (ROFBEICEFBSULEVWTE) ]
. 7TVFATH VEDORE
2. IFANF—DHBHEE
3. AV Y LMAED B B B
[1~3: O DHEBEROERPENTLE2BENNH 5, ]
(B 1]
JEAEREE R XV @M SN BAS3E2HI3HA 158 (7)) F V) F V%% E
BT BEELOPY FNIZOWT] I EX DL 7,

3. FEE - MRICEHET HEALDER L ZDIER
V. ‘BERICETSIER] 223252 L,

4. % - REICEAET 2ERALOFREEZDERH
V. ‘BERICETIIER] 22Hd5 2L,

5. EEKRSABTEZDIEH
iz L

6. EELELNFEEZTOERNUNERE

(DARDOMERICH 72> TiE, BEOIE (FE - ER) 2EBLTRETHIE, BB, #&
a2 MBI L., R - TROWESRD SN WEAITE. Mkl L,

QAFANIZH YV IREFTNTVLOT, MiEAH ) v MR MEMSICHrEE L. B
RO LN REIE kG E2RIET A2 L,

Vb P ) A EZ DT 2HE. AFEEOREFIEETS &,

(B ]

(DEFHEHFEAO L) —EORMIEMEHEZ 5720, WHEFOZEZ HEEZBLUTHEHT
5B &L 7,

Q) H I TIZE L OMFICEEN TV 20, BEICE DRI LLEEHZED S bhed
2D TRERL 7,

(B EEHH B A % D 3 2 9561203, HEBVERORIMRAHETH 5 72Dl L 720

- 17 -



7. tHE{EA
WHARREZDIEH

Bz L
QHAEREZDIEH

| HAEE (HBICEETRTE)

$H 25 BRARAEAR - ik R - fabR 1

() A ¥ & A7 ) BT IVERATFOVIERD S| 7)) F V) F VEROFR
Q)Z7VFNV)FVBEDTZE| 3L hb, T2, KAV |FZREMETOH ) 7 L HE
DY AT 5 BA Y AMGEDFERE LTy I | MEEIEH S 5720, i

)V — 7 ZRRHAI NF—=DHobLNRTL Bb, | A 7 MMEOIL T AR
VAEE N ( [ERZEEN] OHESH) | ShbZ eBEZON5,
Iy 7)) U

4)F 7 ¥V FRARA
MY ZanWxAF7IF

(¥ ]
JEAEBEBRE XD @S N BALG3E2H ISHMN I8 [ 7)) F V) F VY IREZ &
AT HEEBOPY PN ZONWT] ITRKRTE, EROPFHTEREZRRL 72,

8. EIffA
()EIERDEIR

AN AL SRR A F O RIE I FEBUHBE D L 2 2 A Z FEML TV, FEBUH
JERIAWTH %,

DEXSEER EHIER

MBZIVRAFTOVEE : K4 ) w7 A, WE LS. 7 U YA - AREORE, FIE,
REIMEDBTVEFATR VERDHLbILI LDRHLHOT, Bl (iFEH ) 7 4
OWEE) % +a1cfrv. BREFED ShLLEICEES5Z2HEL. AV Y 2450
PGSO HRME TS Lo

QZANF— KAV T AMIEDKRE L TIFNF—0H5bNDLILEBHLHDT,
Bigt e ToriaT e, B DB - BRI O FUE AN S M AT G 2
LU, 2y AHORE5EOBY R 0EEZ1TH 2 &,

[Fig] (D) (2) 38

JEAEBREHERE X @MmSNBA53E2HISHA SRR ELRS [V F V) F VS &
AT HEEHOPYFIZOWT] 12HDE, FRloREMN 23R L 72,

(AL 5 3]

JEHIIIE 3R G- HIEC X D8G5 225 G A ) 7 2MEQIEAMHB TV FATa Y - L=
YISO ZIT . BTV R AT 8 ViEECHE SN2 RA R EIROMFER I X
DY) REHEATD Lo

KA ) 7 AMAECK LT, 7)) 7 2RIOHHEEIC L ) ERE N T ¥V A D@L Z1T )2,

- 18 —



10.

11.

12.

13.

14 .

2)Z Dt DEIEF

Bz L
(2)IEEFIREARIREENUBERREERE—8
HMERZZL

(I BfERER. SHE. EEERVOFINORRESRAIOBIFARRER
HMERL L

(4)EMT LIVF—ICT EBRUHERE

Rzl

. EEmENDRS

IR E T BB T LTV 2O TRET 2L EHEET L &,

[BiH]
FRAEAH 1 HAT 32 305 [ B E~NOR G 2 REHEEMOMEH LojEEOR
BiZoWT] ICROX Filofil EoiEE 2zl 72

itiw. ER. RIAFEENOERS

R O 5T 2 REWIIME L L T RO T, i OIERL T2 10 H 5
TN, B EOAEEDERMEE B S LW Sh b ICosk555 28,

INRENDES

NI 2 ZAETEIIML LT, R 2]

RRRERRICRIET S
BMTOR L

BERS
EMERR L

A\

BALERUERIZGEOER (BBSICBREIREN
GE o)

(5%]

AHNDOPG Do Tk, [V. ‘BEICETIIER] o [HHHEE] 23552 L,

BEIEE)

A\

(AN AT R DTER)

AHNIWRVEDST DT, 75 ¥ VRREERTRAR D W@t B CIAI L 2288, &Y
R D ROV THRTERT 5 BFREIEZR D 2 Lo

[Z#]

AR DK DBT% LN o 12565, r—F v 7 - BOEFEOBRERI LTV, 7T
YURBIHULELAER Ty v 2 EOY - VEREFFEOEMREO ROEHFICA
M, Lon&EZ LT, HHHEZ ST, 23K BADPLRVHLWE ZHITRIET %,
Z OB, HarOPICEBAE ANDL T EPRET L,

- 19 -



15.

16 .

ZDMDFEE
Bz L

ZDfth
FRlze L

~- 920 -



IX. FEERAREBRICRE T HIRE

1. —HxEEE

BMERE L
2. 5%
(1EEESE MR
Bl Pe 5 | TR LDs (g/kg)
- Ji(3 >15
YR oA R -
Wistarzovh|  #01 ﬁ :g
@ REKRSE AR
HMERE L
R ENEFRLES A ER
HMERZL
@) Z Dt DYFHEHE
B

M 2 H v 5 BURRRER BB B VT, BEFRRERFERNE RO b hkd o7

- 21 -



X. BV EDFEFICET SHIER

1. BHNHAEX I EFRHAR
IR © 788, AMFICIOR (B4F)
BRI 22 e PRSI R ICHE D ¢ (H T BRE)

2. B - RTERM
EOBRAEMD 720, THHRFEAE ST, ERHHEOB7 5 B LOFTICRET 5
z k.

3. EFHURWLLEDEER
WS 720, BERIRRICRAE ST, BT % EHHRWICERT 2 L,

4 . EEIFRM
B2l

5. @&
500g. 2.5g %423, 25g %189

6. E—m5T - FZHE
() —AL 5 4 3¢ ]
a & u — PR T AR

7. EESEEARAH
WRAI614E3HS H (BEAGREH H 2 FBSEAESEHH &5 5)

8. BE - MARSRFEABRUERES
KAI614E3H5H

(61AM) 1132

9. HMELNMHFAR
IEAI614:10 430 H

10. ZhEE - IREN. FiE - AEXFENEFEOEABNRUZOAE
M LRw

11. BEERR. BiHBRLARERABNUZDOAT
BERRR/AAN

- 22 -



12.

13.

14 .

15.

BETHR
M LEw

RERSOEE
SN P 5- W D W R 2 520F 2w

EEHBERMBERERERI— K

5200118D1027

Rb=falt EDFE
Bz L

— 93 —



XI. 3Z#R

1. SIAER

1) Bty & FHNER
2) Ishida, S. et al. Chem. Pharm. Bull. 1988, 36 (1), p.440.
3) Takeda, S. et al. J. Pharm. Pharmacol. 1995, 47 (12), p.1036.
4) Asami, A. et al. J. Nat. Med. 2010, 64 (3), p.281.
5) Hattori, M. et al. Planta Med. 1983, 48, p.38.
6) Hattori, M. et al. Chem. Pharm. Bull. 1985, 33 (9), p.3838.
7) Shu, Y. Z. et al. Chem. Pharm. Bull. 1987, 35(9), p.3726.
8) Surh, Y. J. et al. Res. Commun. Chem. Pathol. Pharmacol. 1994, 84 (1), p.53.
9) Wiz A T - b BRKEME. 1985, 4(2), p.184.

10) ARARHEE - M FIBEPEREE RS 1991, 8(1), p.l.

11) #A&thy & 7 NE R

12) Katami, M. et al. Environ. Mutagen Res. 2002, 24, p.1.

2. ZOfthDESEI

iz L
XiIl. 2E&8%
FEEFNETORTEINR

20204E11 HBUE, AHEICTIERERE SR Tw vy,

Xll. (@&

— 24 -



	表紙
	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．取扱い上の注意等に関する項目
	XI．文献
	XII．参考資料
	XIII．備考



