2021528 (HETE4RR)

B AR % 2 8% 5875200

EERA /YE1—T+—LA
B REHIERSO | F SCEEE(1998F9R) (CEEML U TYERL

R

VLT YRR A SRR (B )

TSUMURA Tokiinshi Extract Granules for Ethical Use

-~ 86 _
| | |
| | |
. .
®
1] i | OoR A
AR7.5eh. FROHEDESERDERETIFR5.0e52357 3.
BE rY+ 5.0g BRRYTY 3.0g
. = ARYAY 4.0g BEAhYay 2.0g
B = B BREYYUY 3.0g BEAY ¥ 1.5¢
BRYvovs 3.0g BES A HA 1.5g
BEtY*aw 3.0g AEAVYY 1.0g
—fkE (LrR) N R B F

RERGTHEARFRAH
EMEHENE - RTFAE

&R ERAH (BBM61E 5 A 7 H
FEMBLZNHFAR : BM615£10830H
¥ 58 £ A H:WBM6e1£10A30H

S - BGSARGT (BA) -

RE-RETEHA

Bt MY LS

EERFHREIEFOD

MWwabtg RO

KRtV LS BEFERZRO

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

A | FIZ20 1 3EIAUETDRAINEDSEHRHICEDIETWEI L,
BNORINEBRIE. PMDAKRK—LNR—Y [EERICETDIER]
http://www.pmda.go.jp/ [CTZHERL IEELY,




iFOOogoooboobbooooooobooo
U
gboooboobooboobobooobooobooo
gboobooboooobooobooooooobbooooooMrROODOoooooooooon
gbboobobooooboboobobouooooboboobboooobobooboboooobobooonoon
goboobobesooddou2ooooooobobobbbbobo
gboobobobooboomwrobobgobooboooooboboboooooobobobobDog
googoblobogobo3ggoboobooobooboomrobbooboooboobon
goiF0og
goFoDooooobooooboooooooboooooooboooobooobobooobooo
gboboobobooobobooboobooooboboobboooboboobbooobboobon
gbboobobooobboobbuooobboobbooobboobbooobboobon
gobooooooooooooooooooooooooooooboobooooogonDg
gobooobooobobooooboooboboobbooobboobDbooobbooono
googobooboobbooboobbooboomwroobooboooboon
gomroooooooooo
gbobooA4dD0OD0OO0O0ObOo0OOo0obOoobOooboboboobobobobDoobobDoon
gbbodbboobboobbodobbuoobboobbuoobbuooboimrbobooboa
gboobomwroooooooobooboobomwrgobooboonigobooboon
gobgobbooobbooboboobboobbomwrooobboobbooobboobobo
gboboooboooboboobboooboboobbooobbooboboooboboonDon
gboooobooboobobooboobboobooooboomrobbooobooonooo
gomrooooooan
gbmFggbbobogoobooMrOUbDbOoooobooooooboouooooomrgooobobon
goooorroooooooooboooobooboon
goMROOOOOOOODOOOOOoOooOObOOoOoOoooobDbboooooobboooooo
gboboooboooboboobboooboboobbooobbooboboooboboonDon
gbobooboboooobobooboboooooboboobboooooboobobooooboonoon
000000000000 0ODrug Safety UpdateD D OO0 O00OO0OO0O0OOO0ODOOOOOOODO
gbbogdbboobboobboobbuoobboobbomwrruoobobooobbooboa
gboboobooooobobooooboboobooobbobobobboboboobooboon
gobooobooobobooooboooboboobbooobboobDbooobbooono
goooooooooooooooobooooboboobooo




|. BIZE(CEAT $IHE

LI e L LR PP 1
P 17 = = - | 1

Il. BFRICRET BIEHE

1. BES
12 o)
2 -2 o)
D2 1172 £ 3 o)

2. —f&

()R (BRAZIE) -++vveervverrreesssrerseesssresteeste et e st e et et e et e tt e et e st e e s s e e s e e e s e et e e st e e se e s s e e seennseas o)
O e o =2 L o)

3 . ABIETUTZIZTRMETE o veevrerrreermee e re et ettt o)

T L N 10 s e R PP PO =)

o (P i) L 3

eI =122 L L D =1 s -1 T 3

WA O N R ot -3 P 3

. B3RS ICBIT IR

LI S5 /150 s N0 o | L a4
2 . YIEEFHMEE
(1)FHER « TR +-+veereveeemmmmeemmeeenn ettt a4
) 1 1 4
1) L 4
QR (RET) . RS BB RS -veeervveerrrrrermrresmree ettt 4
) =ty gt LT L PP PP PP 4
(o) N 2% T 4
A ) 1D 7 Sy - R 4
3 . D DOBIERIE T CE T DRI+ vveerrvrrerrrreesrrre ettt a4
b . TGN ODRESEERERIE -+ veeovveerrrrerrrrrerm et sttt ettt 5
I =571 0 O Yo v 5

V. RAEIICETBIER

1. Al
O 200 ) A2 7 L 6
)= 1 L 6
) 721 P 6
@pH. SEEL. $E. EEIDSRUGEIEDHIZE v oooveerreerre e 6
2 . RAIDHERK
LS/ s Gt L3 s DO Tt - EE T 6
11 L PP 6

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



= W) (i erm o [ €L L ) L 8
B . AT DITEEME DI B IRUEY - +eevveervrersrerrseemsteett ettt ettt sttt 8
B . TEHHSHER - +eevverreerrererrrente et e et e e e et e e et e e e et e et e e e e seenareens 8
7 . BRI DTN DFETTSHER -+ veoveerrrerrseerrreerseesseesstesteantteste st e st e e bt e stte s te e st e eseesneesnteens 9
8 . BRI DTG TNEE S DR E -+ rveerveeerrrerrrerrseemteanttente et ettt et et st e bt e bt e st st ettt et 9
O . ESBEDAAET e ovverveerreee et et 9
10 . %@ﬂﬂ ................................................................................................................................. 10

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

Q=7 1= 11
(O)BETREETEERER | ZDZTMESER -+ veorvveervrerrreenseerre et et ettt ettt 11
Q) ERZRIAISRER © PR IIHETRERER - +eoveerreeerreersrrerseesssrestesiteestte et et e st e et e s e e e e st e e sne e e s e eneas 11
(4IRFERIEHBR
I EVE B LT TR IR IGERER -+ verveerrreersrerreensees e ent e st et e ettt ettt st et 11
D) EEBIERER -+« vvervveesreemneenmte et ettt ettt 11
L = o 5L 11
D 13111 11
SRR
1 EARERE - ST ARETEE - BUEIRTSEREEIREEER o rerrerrrrerrreerremrrenee e 11
D)ERRME L T T EDONE LR U TSERDITS -+ verveerrreerreersersseesinnaseenessnseeseennns 11

VI, EEEIRICRIT BHIER

1
2

S [CEIE D B L ISLIT LG MIBE -+ o verveeverrerreente et 12
. FIE{ERA
;2 I 4z P 12
(VBN AEEE T B IRBREGAE -+ +++eovverreerreerressrerseensestenstente et e st et e et et e b e et et e et e et e s be e b e e b e eneenes 12

VIl. ZEMEREICEIT HIER

1

. MPREOHE - AlEE

O = Sy 17 911 = P 13
O e 1 = = e P 13
O o E o 112 ) =TSO RPP 13
(AR BT BIIEREERE -+ vervveveersesseesseessesssesseessaeteateste et e st e b e e s e ste et e e b e s seebeessesneenss 14
. BRERA/NS XA—5
O D= =t o P 14
(2)}(',(2‘7/\“,(5&‘”7_-,( ...................................................................................................... 14
T ==t R P 14
(4)7 IJ 75 DYy R R P T TR L YRR PPNy 14

= L 14



G . IR eveesorsensessesonnnesossranessessansessssonnstsessonnesssssensessssesnntsessanntsssssenstsossesnessessenntsosssanetsoesensessesaen 14
4. 5%
111 O e [ T b L T T P P PN 15
)y = AN Y -4 N 15
(BB DEB T +oeseveesersenessessanstsstssanstsessoantssossanntsssssanstsosssantssossannsssesssnntssessansesossansssess 15
N, o LNy - 4 - 3SR O S R PSRRI 15
(5) Z DA DHBEE N DFBITIE -+ -vveeererrrrreeermmree ettt 15
5. &
DR L Tl N TG TR - PPN 15
OB RIS T BDEEE(CYPASOEE) DI TRE-+++eeeovvreerrerrrreesmmmttetaiiite ettt 16
BB BB R DITEE LU F DR +vvreeeerrrreeererrrreetamtte ettt 16
AR D EIEDITEE TG UFELER - +++++vvvveeeerrrrreeermnmttee sttt ettt e sttt e et e s 16
(B E M AN ODTREESRBA] ) NS X A - veeeeemmmmeee e ettt ettt 16
6. Bt
O 3 e R P PPN 16
(OVHETHER 1 ovv+s+esonuetsessauncrsassosstsrossaunessssonnassessossessossaunssossranstsossonnetsossaunsssssnonntssesossetsossasnassass 16
)7 311 ) R 0 RS PR RN 16
7 . BHFICKDIRER
()RS TR AT - -+ vvveeeessemnmrrenneeeeeeennate ettt e et e e s ettt e e e s ettt e e e e e s sttt et e e s s ettt e e e e s e st 16
(OIIITBITEAT -+« ++++++onossosseunassessennasssssannesossonnassessonstssossannesossrenntsossonsessossannssosssonntssssoasatsossannassess 16
Y =B 1115 7 -7 T T O 0 0 RS PSRRI 16

Vil. 221 (ERLOEEFH) [CEATSIER

1. %gwgt%w}im ............................................................................................................... 17
2 . ’,—%‘EW?C%@IEEI ............................................................................................................... 17
3 . FHEE - THRICEIET BB L DR E FDIBEY - +veervveerrreerrrereesnseestenteestesteenttesteesieesseenseenns 17
4 . m;ﬁ . m%':gﬂﬁj%ﬁmi@;i%t%@iim ........................................................................... 17
R =t 1 e a0 ) == LT 17
6 . EEHE$H@5$%C%®EEE&UMEH§£ ................................................................................. 17
7 . t1BE{FA
(1 )1#%%%&: %G)EEHE ............................................................................................................ 18
(2)1#%51%‘\& %G)IEE ............................................................................................................ 18
8 . BlfFA
Q=25 170 =P 18
1) EATEEIVERR ETJHRRELR -+ +++vverveeerreerreenseente et ettt ettt ettt sttt 18
B t) 17D L4 L 19
(2)IEEﬂu%fﬁﬁﬁ%ﬁﬁfg&Uﬁﬁﬁ*ﬁﬁﬁﬁﬁ—% ........................................................................ 19
OBREE. ARHE. EEERUFHOGRSERAOBYERFIRT oo 19
QBT LI — CH T BIEERTGUSRER K - vveorveerrrerrermseenteentte st ettt 19
T 11 LS 19
I 2 T T - Ta ) L T 19



11. ;J\IJ%%/\(D?Q% ..................................................................................................................... 20

12 . PO RAR B IR (T F G RIS e oveervreere ettt ettt 20
13 . E%}Q% .............................................................................................................................. 20
14 . BALRU SRRSO (BB (CEBE T NEGAEITE) - vrorrrerrrrerremrrrenreseenaaeenesieens 20
T Y1) 3 5= G PO 20
LT ) 1L 20

IX. FEERPREABRICRE S BIER

T . 21
2. Bt
(1) TS RS IESRER v+ veevveerreersressseessseasseeste et e tte et e et e et e et e e et e e st e st e et e e st e e ae e s na e e neennee s 21
O =t et L o1
(B) TR RS HEERER -+ vveovveerrresrreernreste e st e et ettt ettt ettt ettt 21
O ) Dy i ==L 1 LT PP 21

X. BV LDEFEFICRT 318

I = 5 L RV g ol - R [=Y-)
LI L = PO f=Y)
R0 LY D D o U UL [=7-)
4 . 73573‘%14: .............................................................................................................................. 22
TR = 1S [=Y-)
o = % T =1 TP PSP f=Y)
7 . @B%gﬂﬂzﬁﬁe ..................................................................................................................... 22
8 . BUE - B ATRERE I EI U TREREE SR -+ eervveerrrrresrnee e sttt e ettt ettt [=Y-)
= 7= 2 T R | Lt [=Y)
10. ZHEE - BN, FiE - BETEENMNEDER AR F DAL wweerrreerrremmrremmrenieeniee e [=Y-)
11 . ﬁgaﬁg%‘ ﬁ%ﬁﬂﬁﬂ%%ﬁﬁﬂiﬁ E&z)“%@wg ........................................................................ 22
12. ﬁgﬁaﬂ&ﬁ ........................................................................................................................... 23
LRI - 7 = Y1 -] PO o3
O = oo R i = 5231 = L o3
I o o o D o CE L o3

Xl. 3Z#R
T . B FSTI -+ vvervveerreeenneennee et ettt 24
I 1 Y 0D s —ava XL e 24

XiIl. 8Z8#
A A VeI E i Tty oy L o4

Xill. &%
B D L1113 = L PP o4



|. #IZ(ICET IEH

1. FARORE
AN, LW (FEN) SRS TwAESG (YREkT) 22 FME o
MEICE VAL T WERA L LCRALL, chi [EAEREERER2E1205 8
H(S.60.5.311F) | 2D X BEREHGE L, RESNAEBRHHEE T 28HA [V A5
Dk = % 2k (BHH) | Th b,

2. HmOEHNRUERAM

(DAL O (M ¥, IFo, YD)V, Y% 2X¥ 27, rFay, Ky79y,
Hhyag, FIF, FAHTA hvVY) ZROATHM L, BMBERBEICIDRL
TR TR A%, ARBESCKE —WMH Lavy A FHH oL X0 B0k
Al Lo d A BATH %,

Q)RR NP TOLEBY TH S,
WRIED D DDRDENE
BERE (GO Evb ), WK

(3) HAPIPRIR T, BT VIVF—MEHDHER ST W5,



Il. RFFICEIT HIEHE

1. BR55%
Qe
V5T MR 2R (R
@iF&
TSUMURA Tokiinshi Extract Granules for Ethical Use
(3)BFRDHFE
PAN WALy &5 o
Wk AHZIEEHOAEI SR INTBY), TOTETHLURDHAE LT,
AT o KIWIRT 22 2R L, FREBCRMT S Z L 28R
T5LEVHREREETHOWE Y Z R T 2720122072205 Fird 5,

2. —H%
(A% ()
B
DF (BEE)

tokiinshi

3. BiEXNE X
(%]
I0FEOAHRZ ~EOEETRALZDDOZMB L TRz ZABAIT, Yy 7Y 7k
ORF=ga) ., hYIITHEDT)FN) F VEBRENEAENL, TOREN LK
DR Z LIRS,

glc A = glucuronic acid
glc = glucose

gIc-O,,". ; O
H
E O
COOHC™ O

OH 0
H ngA
paeoniflorin geA  glycyrrhizic acid
(¥x27X7) (hvJw)

4. pFRAMUDF=E
BEASAAR



gbobobobobob
gooooboogd

g
goboobooooboobooonbog
oboobobgbTiosed

U

gbocAsODOoogn
gooooboogd

g

- o+



. B3RS ICET SIEE

1. B3RS OREIXS
UL

2. YEEEFHEE
(DHHER - 1K

FEEOBART, RRZIIBVAEDH ), WRITH S THW,
@AM

BELSAR
G e
BEAAHIHEE X ETE Ve BED0, WiRREZ RS,
£ #
—-=—=-=257T 80.7% RH
— — — 25T 61.8% RH
30 25C 50.8% RH
------ 25T 29.0% RH
10 14
& (day)
I3 2R K O WL R
@Etm (DER). Fhm. AEm
BEASAR
G BIEERRBTEL
M Lew
(6) D ECiREN
FML v
(7)Z Dt DETF T EE
BELSAR

3. BRI OFERME FICHIIDIREN
Witk ve [ TIL 2, QEGEM] 22352 &, ]



4. BINET OIEREERE
V. REICETDIER] R L 225055 & ) T F 208 K i o Rei i 4 3 2 e 32
ERAES
FoFR X IXT kR, TATAL ATVY

5. BRI DEEE
[V. RHRICATSIER] ISl L AR HEICL ) = FABKboKkzy ) — v F
A RO Tt mBER SO EGRERD S,
[7VFNV)F V] [(RF=TaY) V]



V. HAIICRAT SHIEE

1. HlIfz
OFIFZ ORI U MEIR
A
£} ZBW» [
SR 71 Ik e £ BRZIBW HIPITH W
QRAEIDYE
WKL D% A, B S
RAHHEE (g/mL) e LB
W % A Ei k) (B) (%)
%70.65 %90.75 %35 7.0
Ny F—F 25 =12k % (25C 50%RH)
@RI O— K
VAT, 86
@) pH. ZEEL. #E. EEOENURELpHIZE
[ DpH]

Ai25gIZK50mLZ N 2 TH ERAE - WOpHIZKIS3TH %,

2. HFIDHERL
WBEHMmS GEEmT) D=2
ARm75gH. TRLOH G ORGEEOWHT F 250e% FHT %o

HRE M7 ¥ 5.0g HRAR 7 3.0g

HiFgT 4w 4.0g Hi&A ¥ aw 2.0g

HREYvY v 3.0g HlgA > ¥ 1.5g

HRYx 27X 3.0g HR>7 A 74 15g

HEtyFaw 3.0g HlgA ¥ 1.0g
Qi

W e LT, HRATTY YB= 7374, HRIAFBEKIWZ 54T %,

3. RAIDFERETICBIFDREM
(DA OVEIR - A RBUEHR D FE DAL
TRATIE T PRAF S iR *
TV S5 4 AL L
RYVZFLVVRMV | FHii5» 4 2L L
*IHH (PEIR. MERRE. S RBUSE T O B, B0 ESE)




gb2moooooooooooon

googo googo gooo
U 250 810 RH1OQ OOODOODO
O 250 620 RH10OQ DOODODO
o o oo

250 510 RH10OQ4 DOODOODO

250 290 RH140 0 ODOOOO

250 810 RH700Q DOODODO

250 620 RHIOU QG DOODODO

gogogoo

250 510 RH140Q OOODOOO

250 290 RH140 40 ODOOOO

O O
1000000000 0oo0oooooooo
O 0ooo
30 —-—--00 80.70 000
— — —[00 6180000
00 50.80 00 O
g ------ 00 29.00 000
o 2F
O TR R T
O P
= A
= L/~
O 10%
O 1 1 ]
0 5 10 14

00 O0Odayd O

2000000000000

a oooo

30 —-—--00 8070000

— ——[00 6180000

000 50.80 000

g ------ 000 2900000

O 20 -

O
O
O
O
O

0 1 1 ]

0 5 10 14

00 00dayd O

- 0O



gbobooobooooooooboooooo
gooooobogoo

U

uboboobooobboobooobo
ubboobobooboobboobooboo

U

ooooooog
gobooboobbooboobboooboobbooboon
gboobooboobbooboobbooboobbooboobboleooonon
uboboobobooboobboobooob obboobooobooon
gboboboboboobobobobO2sgd
gbobobobobobobobioorpmO
gboboobobooboboobobobo
gblimobooboooboooo

g
0 1000 —u
O
80
0 o
[ g 60
O
D O 400
0 200
D 0 a a ]
0 Oooz2o00 40 60
O O0O0DO0OminO0O
O
O
002000 oo0ooooooooo
0
0 —il
O
O o
0 o
O
|:| O
O
|:| 0 a a ]
0 0 Ooo0gzo00 40 60
00O0O0Omin0O
0
O
O

- o



7. REIPOBEZIRS OESRGHERE
(D F -k Fay
WEZ7ux b7 4—=12X) [FYF] RO TXrFay]| HROARy P E2HERT %,
2)yxrx2
WMEs7u< b5 74 =12&0) [Yx 27X 2] HEDARy b EEET o
(3)r 4 4
ME7ux b7 412X [ 5404 HEDAR Y b a2tERT %,
D) A v
WEsu< b5 742K [HoVy ] HEDARY b EHEET 5,

8. HEIPOBMRSTDEEE

(DALY ) —NTF 2R
ARHIZE IR F ZARKEROL Y 7 —)v (995) WHKS D= %R 2 RETH
Bo
M E BTy ) — (995)
B B HARERG., BGRBRE [AEERBDE] OZF 257 O [2—F VT F X

ERD] CHEL 5o

Q)7 FN)F U8
AmpiZEEND (A vV HROZYVFV)F Uy BE, k7 u~ 757 4 =10k
DERT 5o

B)RF=7m) ¥
AP EHEEFND [Yx 72X 7| koY =Tw) V&, fikru~ 7574 =12k
D ERET S,

9 . BFEROME
TIAFy IR RV FLY - RYTFulLy - FAfary
7OV I A ITVIF RV FLY - RYZFLUFLTZEL— b
7 OV I HIAIH-KY)IFLY - RKYZFLIYFLTIIL—)



10. ZOfth
()P Wy R
AR BRI HARER . BERWERO MR PR O EY 30 Z R ] (2o
(A 14 B OB W I VNI 3 2 AP A o [RRDGEAYEBAD ] 2#ET 5,
eI L Cid. MEICTHIRE N T A RBRITmZ. HARER . AW RE
RERE R SNIRENT VATV ER T EZREL TV,

5oH CO ST I
3
A | R ARV B 10 .L‘CFU/g
LT
]
b
%ﬁ
10° CFU/g
4 =
Bow om W X o
HAERT . AR
e REBRPCHET B
E | K Wi W R 70
(e
4
/)
ol I RO
B
CFU : Colony Forming Unit
(2) MR IT R i

IS, BAIrh o KRNI ITE 0B 2R,
Nat KO ME RO, 2N PDINEF LR G T 7 X< F Wk T 72135584 &
7T A HBHIETIEM L 720

DI Na K Ca Mg P Fe Al Zn I
—HEER | sg | 1058 | 90 | 113 | 167 | 07 11 | 005 | 0002
(mg)
gt
016 | 270 | 045 | 093 | 162 | 002 | 013 | 0001 |000002
(mEq)

- 10 -



V. B8EICRITBIER

1. SHEENIFZHR
W RIED S DDRDFHIE

BYRE (YOS Rnb D). h@H
[Z#%]

R HEE BT DT L2 AOREHEAT, EEZ T

w2,
DB E D L CGE LT wihis
2)BNTHEHEND Z DLW

2. RiENURAE

e LMoL nwaic

B RAIH75g%2~3MIZ5E L. B UIERICRIRS 3 5, 4B, FiEh. KE,

FERIC & 0 BT o

3. BRPRRGE
(DERFRZIR

Nz B FEAE S 301 3RS L H 750 % 8IS L7 & S5, AJIERBIFOL B Tho

72V,
FHHME (ie X% 3 HIBEHBE & BT & o i)

b THH AHH LRHH

et

HELLZW

B 0.0%(0/6) 33.3%(2/6) 16.7%(1/6)

50.0%(3/6)

0.0%/(0)

PN | 4.27%(1/24) 20.8%(5/24) | 54.2%(13/24)

20.8%(5/24)

0.0%/(0)

() BRPREIEAER - BAMEaER
EMER R L
QFRFRIEER : AERIERFREER
HMER R L
(4)FREIE YT ER
DEERETTRERIGGER
HMER R L
2)LEE AR
HMERR L
3)REMEER
MM ER L
4)FE - RRERIEER
M EREL
(6)iaREErIfER
DERRIRRE - 1SEERMERE - BuSIRSTRIRREER
M ERR L
2)EGERSR I & U TERIEFEDAENIEENE U I iR D E
MBI L

- 11 -



V. ZEHEIBICRITBHIER

1. FBEFNICAES HEEYR IS8
[Z#]
M. 3. BERARIITER] 2233252 &

2. EIBER
(1){EFEBLL - fEFKER
HMERR L
(2)FMNZERTI1T BHERIE
7 LV E—{EH
£ 2RO G- L7z & 25, Compound 48/801 & % B2 P RUIG % Fa A & L 7 JI0 i Al M e e
2 S 7z,

- 12 -



VI. ZEMEREICEIT HIEB

1. MAEEOHR - AlEE

(e LB EmnHRE
HMERR L

QR MAREEERE
. @EBEBEAETOMREE] 22352 L,

QEFERECOMREE
(%] ZVFNVLF VB
e NI2BNC A v TR A WRA] (F 27 T F AR ERR0.63g % ) Z IR
HL7ZBOMERIZBNT, Z)VFV)F Y BORFWTHL 7V FVLF VRIETRD
X IHERLEY

1000 p=

a

1S

>

£ 100}

e

a

&

AN

'S

S 1o}

"

o

™

H

*éé 1 I 'l '
0 12 24 36

B M (h)
[FEfil + BEEAR 72, HPLCEEIZ X 1 €]

TN FNVF VRO EILRNT A —F

tra? | Con® | ¥ | AUCO-lm)? | RiGRRERY | Wikiies® | 2D, | 00 | WEEL]
(b) (ng/mL) (h) (ng-h/mL) (h1) (b1) (L) (mL/min) | (%)

128579 | 228010579 | 74277 | 32489+1146.0? | 0.812= 14179 | 0.096+0.0399 | 1195+80.69 | 154.6£39.19 | >99.9

S £ BEERZE a) n=12, b) n=9, ¢)n=11
*FUFNVYFUEEE LT602mg. 7V FNLF UBICIEET 5 & 344Ame S

- 13 -



(%] BRAETORMES DT v MBI 5 EDHRE
NRtz=7u )y (Y% 7YX 7 DHK5)?

1000 —l- ~4=701Y > 0.5mg/kg
’_g —{F~x*+=7@U> 2mg/kg
> —h— ~XAZ70YU > 5mg/kg
£ 100
i
2K
AN
=
O 10
N
1
3
1
+
g
=

0 60 120 180 240
B A (min)

Sy MIYXIZXIZDORGRF=T70) VR
5 LzB ol igh <~ F =7y VREEs
Pl + B 27%  n= 5, EIA 12 X 0 &)

@HPSERZEFRIRY 2 MARE
HMER R L

2. EMEERN/INSA—F

(OIRBLEEEE
[1. Q)BFAETCOMFRE] 22Hy o2 L,
@QINALATRASEVT «

[1. QEEAECOMmMTERE] M35 L,
@IHEKRIEETEL

[1. QEFAETOMmMFERE] 23M3252 L,
@WOVUTPSVRA

[1. QEFEAETCOMmMFERE] *3M352 L,
GRmeE

[1. QEFAECOMmMFERE] 23R ¥52 L,
EIMEEEESE

[1. QEFAECOMmMFERE] 23M¥52 L,

3. MRIN
HMER R L

- 14 -



4. 5%

ik Sl
B L
QBRI
LT L
QTR DITHE
BULRE L
@BERAN DT
B L

(5)Z Dfth DB~ DIEATIE

FMERR L

5. {3

(DB TR

[(Z#%]

De MEHNAIBEICE A Y vy 72X 70Nt =70 v OERE (in vitro) 97

glc-Ov., %" O
H
Bz-O-H2C N0

OH

paeoniflorin

N

o}
HO™" R
R2 o

w

paeonimetabolin |
R'=H, R2=CHj4
R'=CHs, R?=H

OH

=/

OH

O

paeonimetabolin Il

-glc

+2H

+2H

- 15 -

- @( CHO
Bz-O-H>C

e °

CHO

+2H

: OH

CH,OH

glc=glucose

Bz={_)—co-




2) & MEWRIEICX B H Yo7 ) F V) F Y EORERE (in vitro) ®

., COOH . ,COOH
74 +/

glc A-glc A -~

glycyrrhizic acid glycyrrhetic acid

glc A=glucuronic acid

@QNHICES T $8x (CYP450%) D7Fi&
HMER R L
QVIEEEMNROEERVZDEIS
EUER R L
@OREYOEEOEERU LR
YRR L
GEMEREMDORER/ S XA —F
HMER R L

6. Bt
(1) HFAHER{L
EMER R L
@HFitt ==
HMER R L
QHFMhERE
EUER R L

7. ENFICKDRER
(1) ERRRET
HMER R L
(@ MREHT
U ER R L
QEEMEER
HMER R L

- 16 —



Vil. %1% (EALOFEEFH) (CRTSIEHE

1. EEABEZDIER
Bz L

2. BeNEEZ0DIER
Bz L

3. € - HRICEAET HEALDEREZDIERH
V. ;BEICEITDIER] 22552 L,

4. A% - AEICEAET 2R LOEREZDIER
V. ;aBICEAI2IER] 22352 L,

5. EERSABLZOEH

EERS (ROFBEICIEEICKRSTDHIL)
(DFLL B0 ks 2 8% [EHRAR, HilAtE, o, W, TRERH5bNRD

ZENRDH D, ]
Q) ERFAEE. B, WHoOHLBE (TS OERBET L2BZFN2H 5, ]
[BiH]

(DAFNIZ b FO0 « Py~ - Y F 29200 BEFThTnE 70, FLLH
WD JEes 2 BT G5 2 &L AHAR. BEAYUK, B, W, TRE2 S5 bh
HBENRDH Y., WL $720 KA X 5 & BbI B HELEERDHE - AT
WiEINTWAEY,

QARANE I F - VFY - kv FauvRFIRTwi D, BRAR B, o
HHBHGT 2L INLOERPEATE2BZNHAD Y., LRl

6. ERLEFNIREZOEANRULETTE

(DAF OIS 7zo Tid, BEOIE (RE - ER) 2ZELT&RETH L, 2B,
Mz B L, R - TR OEERRD SRR WA, kiS22
Zk,

Q)ARFNE A VIR EENTVEDOT, MFEA Y 7 2MERMEME AR, R»
WHHD SN KGETIET A2 L,

QM WA EZ P T 25613, SHAEOREBITERTLHZ L,

LN

(DEHAEFRAO L) ~BOMEFHZ X720, EHRFOEZ i EHEE L THH
TAHREZRRL .

(2) A YV TIIEL DMFICREINTVWE2D, BREICR)RTLLEENZED S5bhs
T BDTRBRL 726

(3) BRI 37 WA % BE 3 2 A1k, mEZERORIMRAHEETDH 5 7200tk L7z,

- 17 -



7. tHE{EA
WHARREZDIEH

izl
QHAEREZDIEH

HAZFE (HAICERETSI L)

A5 R RAEAR - 587k R - fabi 1

(D) A ¥ 7 A7 B BTNV EATRVIERD DD | 77U F V) F VEBIEIRMAE
Q) ZVFNNF VBRDZ | We§<hb, 2. KAY) | TOA Y 7 2P RENEH
OB EATLIHA | YAMIEOKEELT, IF | HDbD, MiEH) 74
NWF—=BHOLDLNRT L L b, | HOKTHIREINEZ L
(EXZEAEH] OHEBH) | 2F 1265,

(B ]
JEAER B RGE XD WS N2 BAIS3E2H I3HAT I 4E158 [ 7 ) F v ) F VB % &
AT HEENORBY FNZOWT] (D&, Lo HEE2zERL 2,

8. EIffA
()EIEFADBIR

{1

AFNEAE SRR A O HIE I FEBURIE DI & R 2R Z ERL Thewizo, FEBUH
JERAWTH %o

DEXFEHER CHTHIER

NBFIVRRAFOVEE &4 Y 7 AdE. WEES. 7MUY A - KOS, I,
KREHMEOBT VAT ERDSbRDE I EHNHLHDT, BlEE (iFEHY 7 4
HOWESE) 2 15irv. BREFED SR AGACERS 2 hikL, AU 2# 0
PO HRMEEITH Lo

ZEFNF— KAV T AMIEDPFKERLE LTIFTNRF—=BHObNILZ ENDHLHDT,
Bl % TorAT ™, B &, DUBCRE - RS O RE RO S NG EITII RS- &
kL. AU AHOR5EOBY) R EZTH 2 &,

[(Fh] (1) 2) )

JEAEB SRR X @mS NzBA534E2 H ISH AR 158 [V F V) F VS % &
AT HERHOPYFIZOWT] 12HDE, ERoREMN 2Rk L 72,

(AL 75 ]

JFOWRNIE SR X D 8GET 245 MiEH ) 7 AMEQE2MHb 7V FATFR Y - L=
YIS OMEEITV. BTV FAT T VE LW SN A R EIROREHP R X
DB REREITI S L AU T AMIEICH LTI, Y Y AHORREIC X ) B
NG Y ADBEIFALEATH O

- 18 -



9

10.

2)Z DithDEIER

BEZAY]

WO RETY | FEE. FER. RIE, SURBSE

oAt & | AN, HEADUR, B W RS

1) 2D &) BIERDD S bh a5 2 k5 2 &,

BBE

(B ]

AHNC LB ERDNDIEE. FER, BIE. FMBEPHE SN T0D (BEHRY) 720,
FRCOREIEM Z Rk L 720

(AL 5 i ]

BRI 3 GHIRIC X D 8T 2205, LRI C Tk A7 I VH) - A7 a4 ARG
FOBYLMEZIT) T &,

Hikas

[P ]

AFNZIE by FOWB) - T GBI R 4 GIDE 3B F TV SIS, BRI,
HEAE, B, Wk, TRERDH SN BZNE DL, $72. KANCI B Llbh
BIHALEHERATCH - FRTHE SN TS, ThHD70, REloRIEH 23R L 72,
[JLifE )5 5]

BRI I3 GRS X D ST 525, MBS U CGREY 2B Z1T) 2 Lo
@IRRRIEHERRREENURRREEREE -5

BULRE L
QBRES. SHHE. BEERUFHOERSSRIIOBMERRIUAR
BLLRHE L

@DEYT7 L IVF—IC3 9 2 ERRUHBRE
8 BIEH (1) EIfEHOBE 2) ZoMoRIEH  #BidE] 23552 L,

. ElEENDRS

| R EEE T BRI AME F LTV A 0 CIRIET A 2 BIERT A 2 k.

[BLHH]
FERAFEAH THMN L E30 D [ ERmE OG22 RFEHERELOMH LoEZEOR
FBIZOWT] IS ol FolEEZ kL 72,

itiE. ER. RABEDES

P OG5 T 2 REMIIHELL TV RO T, EEOIERL T2 1O H %
I, B EOFREDERER s B S A AICoAETH L,

- 19 -



11.

12.

13.

14 .

15.

16 .

INREANDES

IR T 2RIV L T v, [HHERID ]

EARRERERICMITTRE
EUER R L

BERS
EMER R L

ERAERUERRZMHOER (BEFICBREINEUNREIES)

CGEH o)

[(Z#%]

AR OG- ZH72oTid. V. BEICEATSIEE] o [MMHHEE] o VIl 221
(EALDEFEFH) ICEAYIDIER 5. EERSATEZOER] 22Hy22 L,

(RN DTERE)

RANZEBYED R DT, 79 ¥ VREDIBR RO 2w G g cilAl Lz a. R
REICHUD PN 2O WTTHERT A REHEIRZ 5 2 L,

(%]

BWHPDKGDBTN L5726, F—F v 7 - ZHEOHREZEI LR TV, 77
VUMBIISA LSRR Fr o 2 EOC - VR RESOBRALEO ROERICA
M. Lo FEE LT, BEBEEZ ST, 22 BRAOPHVELWVWE ZAIRET %,
ZOBE. HaOPICHERAE ANDL ZEDBETE L,

ZDMDEE
Bz L
ZDfth
iz L

- 20 -




IX. FEERAREUERICEI 9 BIRE

1. —HREE

M ER L
2. Bt
(DRSS R
DR | BehE | PR | B OISR (o/ke)
- = HE >16
SD%J v |  #&H m >16
QRERSE R

SD% T v MMEHEIZ250. 1000, 4000 mg/kg/H %215 HRBREIIYS U-ks 5, dME3mic
BHEODH LT D SN 572,

ETEFLEBIHR
L TR L
@Z Dt DTS

AR

MR 2 v 5 B0 RERBBIC B VT, BRFRRERFRNE RO b hkd o7,

- 21 -



X. BV EDFEFICET IR

1. BRI E AR
IR © A SMEICIOR (B4)
ACEARIL & 22 MR R C D (B TEREE)

2. BE - IRTFERMF
HOMAZRO720, TELLRFRAZ ST, EHFHEDOH72 5% 0ELOINIRET 2
Z&o

3. FEHERVLLEDESR
Wbz, BERIERRICRAE ST, BT 5% EHERWICERT 2 L,

4 . EERRG
Bz L

5. 8K
500g. 2.5g %42, 2.5g %1891

6. BE—RT - FZHE
(] A J5 44 38 ]
=L

7. EFEEFAE
AAIGIAES HTH  (RGERRAEH H 2 BBSEASEH B &3 5)

8. BE - GIAKRFRAHRUERES
HEAI614E5 0 7H

(61AM) 3298

9. EMBZENFFALE
HFI614:10 30 H

10. ZMEE - REN. FiE - REXTENEOFABNRUZDOAE
M Lew

11. BEERER. BiHiERLRERBANUZOAT
M LEw

- 22 —



12.

13.

14 .

15.

BETHR
M Lew

RS OAE
SEHN B G- OB 2 =21 % v

EEHFBERERMBLENEERRI— R
5200108D1023

RERFET EDER
Brice L

- 23 -



XI. 3k

1. SIRAMER
1) ARIBRIE - Ml B2 RHT 3B 2 35 H O BLR2. PR BE, 1991, p.34.
2) B HVER] - A HASEREE Bl 2458, 1995, 48(9), p.673.
3) Mtk y & S HNE R
4) Ishida, S. et al. Chem. Pharm. Bull. 1988, 36 (1), p.440.
5) Takeda, S. et al. J. Pharm. Pharmacol. 1995, 47 (12), p.1036.
6) Hattori, M. et al. Chem. Pharm. Bull. 1985, 33(9), p.3838.
7) Shuy, Y. Z. et al. Chem. Pharm. Bull. 1987, 35(9), p.3726.
8) Hattori, M. et al. Planta Med. 1983, 48, p.38.
9) HAEERiS M. #5 H# D ABC. R #H b, 1992, p.14.
10) B W% PEEEE T Y 5T 5 4 X, 1990, p.125.
11) HrlBE B, B ORI, B3 AR, 1979, p.88.
12) WIHSGRL. S5 075 6 O 928 Wil a, 1977, p.2l.
13) BHFER - b, BIRE D720 OBTT2EBER]. A L ¥ + T 7 ¥ —, 1989, p.30.
14) AFEZ. HAEH MG 2HERS. 1982, 34 (8), p.727.
15) AFEZ. KBS tih & &t 1984, (6), p.1.
16) M2 A ¥ - A BRRAKTEMFE. 1985, 4(2), p.184.
17) HAUGE - M MEEREIESE RS 1991, 8(1), p.l.
18) FEARMURER - At FIEESE Y 7. v 1L 4L, 1982, p.56.
19) B &Y & FHNE R
20) B &Y & FHNE R
21) Katami, M. et al. Environ. Mutagen Res. 2002, 24, p.1.

2. ZTDDEEH
oz L

Xl. 2288

FIEHNETORTTIRNR

202142 HBAE, AHEITIZRmR EN TV,

Xill. {&Z

- 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



