2022 & 7 ARET (5 4 i)

BAREZELEERLNFEES (875200

BRI —Tx—A

BARIRERIEISO [ FEEEEE 2018 (2019 FEHAR) (THEH L TIERL

B 75 WA

Uao Ay Uad

F—RAXEFESAHIXTRG

OHSUGI Keishibukuryoganryo Extract Granules G

#l R | EEH

BEH DR K S | DAEEERSLUNOEES

2 m . & g | AHIETARA g, BRFFAMIFR 2.0e%
LK)

_ " g | TR EREEN

¥ % : keishibukuryogan

HERFTARBEARA MNERTARZEERRD : 19864%F 8A22H
EMEERFEAB - XMELEWNSBEAB - 1986F10830H
Bk 5t B 18 & B H Bk 5t B 8 &£ A B : 198645 10 A 30 H

FA% - BEIRSE BA) - | EERTT: APREKA S #
RE - -BRXTSHA F o5t T AEREHRASH

ERFHREBLEOERE

REREEKASH EEFRE
PN 7%
B & DB D I 06-6629-9058

AIF1F2022 F 7 ARETOBEFILESN-FMIXE (BEFHAX) DERBUIEIEHRETL =,
RHOERIE, MIITHEA EXRGERESRARBOERMFEBRRRENA—DTHERAL TS,




I FRIRADFSIZOME —BARKEREFEE—

1. BIEMA VF Ea—T +— LMERORE

R N EIE S O AR LB R & LT BERAERLIRMISCE UUF, BM303E) 8dH 2, EREY T
AT - SEAIRNSE O ERAEFE DS A B B2 RIS O EE A WA TE 3 2 BRI, B S Re#
ST A AT 2 BIZEEI RS S MER G G0N H 0 | RSP EIRGHRYE (LLF, MR) %
DIEWROBIMGFERSEEIC LV EBREMEL TE TV D, ZOBRKICHERERZ BRI ATT 5720 0IA
HURBMELTERGLA Z Ea—T4—24 (LIF, TFEBT) 2EAELT,

1988 T A A eRA IR (LR, BREE) A 2 /NEE RN T FOMEMT, [ FRidsl, I F
FLHEHA RE L, £ D% 1998 I BRI 3/NEB R, 2008 45, 2013 fRIC H B EHIGFHRE R =
2 1 FRe B OBGET 217> T&E T,

I FRO#E6E 2008 A%, I FIZPDFEOEFHT —4 & LTRMET 5 Z & FRIE o7, ZHUC K

. BMISCEOFHELRUGET N D > e GBI SGET ORILT — Z 2B L7 1T F AAEehicizftans 2 & &
oz, BHRO 1 Fid, ERMEFREHERAEHE LLT, PMDA) OERMERLERIREDON—
(http://www. pmda. go. jp/PmdaSearch/iyakuSearch/) |ZTAB STV, HIFHFTIL, 2009 F X 0 HiE
D T F OEREBGTT 0fkE LT T4 20 a—T7+—LMita] ZRE L. x0T FRRMAE
EMGE T AW AERE L CHENES - Rt L T05

2019 FEOUAT CHFLHEFHOL T IZ G, 1 FRofiEE 2018 AR S, 4 TERAHEILOMRGE
THERIRUNEEN BT DA R T A > ) (B DIEREM O, £ DOFFIR A RKE LT,

2. IF&iX

I FiE DRASCESOREREME L, B - FAIIMEOERIERER T L > THEEFICLER, EFRLO
EEBOTOONER, WHHFOTDOMWER, A OO DO, EIMSOBIEMEH OO R, Y
HI7RIBFE T T DT DOIERENEN SR E B2 R OEIE S MHE & LT, BIRED LHEE A RE L,
SEHITSE D 7= 812 Y5 2 3K it 0 IE AR TE SUTARTE B 10 2 2 ER R O HE A (R L T D541k &
MERT BN D,

I FICRHT 2 ARSI HRSEORE L 1 F Rt I L U, — 0B Z br & AR O #PHN O 1
WMAFER S D, 7272 L, RIEEOREFICED L b O R UOFIHE B bS5 - I - R~ = FIE%
X1 FOFEFHEL TR O, Wz 5 & BSOS T FIE, FIHE B S 235 - Il -
BRREH T 5 & &b, MERMTEE T2 DL NI RMAFFOZ L ZHHEE LTWD,

[ FORMUIE T —F 2 HARL L, BESEAGETORAITNETIIAR N,



3. IFDORHICHIZ>T

BFEARD T Fid, PMD ADEFEMEREGAGHRIRR DO ~— NG NRE STV D,

BURA T TEISA v Z Ea— T+ —MMEROFH & | 10> T T F Z21ERL - 249223, T FOJUR
EEEE 2 EHRBGICRE L TO D IEHRSC T F BRI EER L EREIZ WD O RIEREOMR H~0
AU A E2—ICLVFIAEAOPNEERESE, 1 FORMA%EZEDLINEND D, £io, MRFUGET S
DM EOEEFEICET2FHICEAL TX. [ FAWET SN 5 ETOMIE, MEGEN RIS 2UGETHNE L
5NN L2 CEE, 25 WITSKROEEMLFRRIY — v A L0 RS R 035325 & L big,
I FOMRICHTZ > TE, OB TEE PMD ADERSLERERERIRR O —V THRT 5 BEN
H D,

B, WIEEACL2IEOMMRO S LR ST D V.5, BERAE < XIT. 2E5&EH, IXIT1. fif
F] AT 2HAF IR EZZ T TORWERNZEND ZENHY . ZORVPNNITHoBET~ET
H D

4. FIHIZEL TOEER

[ FAZHEEFZBOTRNT ZENTERVERGERFE S LTUHEA L TWeEE 2wy, [ FITARED
PEE 22T T YIRS O REMRGE SUTRGE I8 D 0B - 1REET 5, EEME EEH O 7= 0%
WG T 2 & OALESTTE03, GOl - RBUTITFMEE O ILE BRI E 3 G O BRIE I S fE B2 B
ToHHA RTA 2, WEHa—F - A7 - 75777 ¢ 2EOHIK E —EREZ T S 225730, ke Rz
HEEH A R T4 0Tl FRKRISEGRIN O FIES BT BRI oV T R ERIEHH )
HORDITIGCTITI ZEIFELIZRNEINTEY, MREADA L Z 22— b OIRHHE R I
X0, FHZFAEON I FONBEZRESHELIRZILOTHD Z L& L T Tl bewn, BEEs
ENPOIFON D HEROB IR A R L, £oFBIMEE RikE, ERBGICET 2EEEN 2R 52
CITFEAITOAZ THY . 1 FZ2fEMN L THEEEBZ LIMED D bOIC L TWeZE vy,

(2020 4E 4 H247E)



I. BEICBEY5EE
L. BAZEDREHE
2. WS OIRFTFHIREME
3. BLE DB FHY R
4. TEIEGEAICEI LR & Bk

5. TRERSMT R OVt « ] Lol REEIE

6. RMPOBEE ...,
I. Z2WICBEY 5EE
Lo BRIBA oo
20 WA
3. REERSUTTRMER o
4. HFAROGFE oo
. b4 (FkiE) SUIARE ...
6. 1EMA A WS RRTET

. B#ASIZEEY HIEE

1 MBSO
2. HRG OFFRM FIZB T 2% EN

3. AR OMBARBRE, EEE ...

V. ®FICEEY51EE

LA
2. BIRIORRR ...
3. INMHVAEMHROMB L O R ...
A FHH o
5. IRATDAIREMED S DI ... ...
6. MBI OEMESEM FICBITRENE ... ..

T B OV DR

(SG-25)
8. Ml DEIEEL WEULTHIZ ) .. 8
1 9. TRHME ..o 8
1 10 WA 9
1 1L Rt S o8B ... 9
1 120 ZOfML oo 9
1 V. ARIZEYTSEAE
2 Lo BRESISN R 10
2. ZMRESUIZNRUICBIET DR ... 10
3 3. HERUHE ..o 10
3 4. JEROHEICBEE S 57 ... ... 10
4 5. BEIRAGRE .o 10
VI. EShFEE(CEEY HEH
4 1. SEERPACBE D B AW LAkt
.................................... 12
2. BERER Lo 12
VI. EWEREICET HER
L MmAPREOHR ... 13
5 2. FWRELRRAI/ ST A—HF 13
6 3. RHEM (Reavr—va) ... 14
A0 WRIL oo 14
7 B A 14
7 6. AR 15
8 TooBEME 15
8 8. FIUAR—=FZ—IZETOHER ....... 15
8 9. BITFICEDERER 15
8 10. FEOHEREATDEE ... L. 15
8 1. 2O oo 15



VI. B2t (ERALOZEES) (CEY5EHE

1 EENFELEZOME 16
2. BQNELZORH . 16
3. RESUTIRRICEAE T DR & £ OB
................................... 16
4. FREAOHEICEET H1EE & 2 OBH
................................... 16
5. HELIARERE L TOBM ..o 16
6. FEOHEFAAT HBEHICHET LR
................................... 16
ToOREEAER 18
8. RIEH ... 18
9. HRARMAERRICKITTRE L 19
10, WEERES o 19
. A EOEE 19
12 ZOMOEE ..o 19
IX. JEERERERERICRAT HIEE
Lo BREEERER ... 20
2. BMERBR ... 20
X. EEMFRICEY 5EE
Lo BRI o 21
2. AR .. 21
3. GEBIREECORFE Lo 21
4 B EOEE oo 21
5. BBEMNTEM ... 21
6. [A—psy - RN oo 21

EBSHEAFEA B o 21

PSRRI AGRAE A ) OVEGRE 5, 3E(

AYENEAEH B BOEBMGEA B L. 22
9. ZhEEXIIZhFAEN, FEK OV EAE
BINEOFEA B LRZEONE ... 22
10. PR R, BRHOERAREA B LD
FDOREE o 22
L1 FFSREART ..o 22
12. BRI BT 20w ... 22
13, FHEI—F oo 22
14, PRBRARHT EOWRE oo 22
X1. x#k
Lo BIESTRR .o 23
2. ZFOMOBEMER ... 23
XI. $E&H
L EZRAETOREBRI ..o 24
2. MEANTIST DGR SRS ... 24
XI. g%
1. FAI - RS IS U CRRIR I 217 5
(Do TOSEREH ... 25
2. TOMOBBEER ... 26



[. BI2ICEETDIEH
1. RAROER
(= ZAFEBRF AR =X AG ) 13, RIPENFD LIGEER (1RE, 200 FH)
(RO STV DAL & IR AR HFs R 3 5 120 S8 (S.60.5.31 f1) | IZHEDX
BUERGRHE LT, AR SN ERAE S =% 2 /AITH 5,

2. RmORERFHIRSE

(D ZHHESUTZNRIT, LT DO LB TH D,
AN SHY ., EEICTEERE. B2 Y. BHE, HFL. ORFETERZ
G EZRADRDFAIE
ARTIE. ARER. ARE. BEHEST. MOEE. BCY. HFL, BEE.
55 (GTHRE) . L3P, LA

(2) ERZREWEM & LT, IMEREREE, WHERAHObND Z 25, (VL 8. BIYEA]
DIAZM)

3. HAOHKIFHIRE

AANE S BDER (FAe, 77 Vav, RFZE by=r, v 7 ¥7) &, x
F A SR OREEE TCORTRY, A% ) —N, T bSO EEET Uk
HEFTKOAL TR L TS,

AFNE, FrEGEROEIC L0 JERIAI & L7 =% A RAIC, AASKR 7, RARA] T
KAl OEHBIEEGT D,

4. BEGRIELTRMT R S5
LR L

5. KBEHRUME - #ALOHRER
(1) REBEH
kTR L



(2) 7@ - ERLOFIREE
REERR L

6. RMPOHE
BRI L



I. SFCRETDIEE

(1) #1%
A 2 R A = % 2 G

(2) %%

OHSUGI Keishibukuryoganryo Extract Granules G

(3) BAFFDEHE
= AFRIREEEER AR DR S TH S,
AIGE, 5 HEDOAEENGRY | TONOREAEKTH HFEEL, RFDAE L - T
AT ENTLFZLLND, W, JokIE T EWOATETH 505, EHR ST R
TIE, Al LTHIE Lie=F 203 v b sz T 24 1L Tns,

2. —fi§%
(M #% (k)
LIRS I GEY L7awy)

(2) %% (MmAE)
keishibukuryogan (F%X4 L72\))

() R T L

AR OVANA



3. BEAXITRERX
ABNDOEMNNIFFETE RN, NUV=VHEERODT I TZTXY > v 7Y 7 kO A
=a U ERNEaENTWS,

Amygdalin (7 X7 XU V)

o
N0 —Gle-Gle

Paeoniflorin (:\"A4A =71l )

Gle—O.

@COOHzC

4 DFRARUDF=E
3. ITEHE L2 2 lAIC DWW TLL FIZER T,

TITHEY (CyoHyNO,, 1 457. 43)
RE=7nm ) (CysHag0y; 1 480. 46)

5.8 (MfE) XIEIEXE
MG L

6.1BA%&. HlE. KBS, 58S
E#ET . SG—25



. BXDICRET DIRE
1. WEiLEtE
(1) 5MR - 4R
FERIRE AT % 2 (A R) -
HIBE~BEORKR T, BRRTBODH Y, BRI < HITHEDICEL,

(2) BfEHE
KIZETFTROT <, 7rafRibh, XUBVEOEEIBEEIZIE, FEAEETRD,

Q) WiE
et v

DR (DR, BR. HER

BAN-2 2

(5) ERtE E AR Bl E 3K
MR L

(6) HECIREL
MR L

(1) FDMDE iR MEE
BRI L

2. AL DERBEEETICE TSR EMN
V. &HE|ZEHT HIER] #2552 L



3. BMES DHERHERE. EE
(D HERHEE (BARERA EREFALIT XX (THEHR)
*TLC (BEr7u~bhro74—) 1280, TrRAEOMRZIT O,
A e
N A
hy=r
Y7 Y7

2 EEZE (BXRERA THEREFALITFX | 1THEH)
— ARy E R —
TEEAUAE MERCAES B ROFEIER D 2 EET D,
o4 o (B) -7 A Bl
YV =ty = i) N4
TITHY
- EEVE  mlRK s e~ N 7T T 4 —



V. BRICEET DIEE
1. Hlf

(D FRz DR A
SRR

(2) WA D/ ER KR UK
WoEA TN
lIZIN S he-SIA

F— A FRERRZE AL _
Br¥ 2 G YIRS IB Wk @bfﬁﬁ<\ bﬁ@@
7%\ IZBW

Q) FHAa—F
SG—25 el — hERm] A hrsie]

(4) WHF DL
MR L

5) Z it
AR L

2. HWEIDHEK
(D ERRS CEERSD) OEERVHMH

RS 1 HE4.5gH, TRoE3R L0 U7k 5 2 (RER S SLE
PN 22 2) 2.0 2 EHT D,

HE At 4 g HFE Fro=r 4 g
Rl AR 3R HiE 727VUav 4 g HE v¥7Y7 4 g
HiE HAxoe 4 g

WIE | FEEAKR, FUERav T Uy AT TV B IRV T L




() BREEORE
kTR L

O
kTR L

3. FTERROERRUEE
AR L

4. Hif
MY ER L

5. [EAT DFRIEENED B H3RHY
BIZERD, SRR DRFEILTE 20,

6. HADEEEHTICHETIREL

(I PRAFZRA: il e
53 i EtIT 60 » H ETOHEHA THBN TH T,
U =T L UBURES EtIT 60 » H ETOHEHATHEN TH T,

HIEIEE - FREE, Ky, BRRNERIEIR Gy R, =% A58, T’

7. FELER VBB EDOREN
MR L

8. fhHls DRAZIL (MEBLEMEIL)
BT L

9. AHM
BRI L



10. A% -8a%
(MEFEELADELRES - 8%, NE/NERLEES - BEICHT 51%R
MER R L

(2) B
4y Al 441g (1.5g X2944)), 126g (1.5g X84 fl)
AR 500g

Q) FlEE=
B R L
4) B/OME
e o RV FLUTLIHL—R e RJZFLY  TRAI=ZgLh R F L

DOUET I X — KT 4V A
A b R)F LR

11, BRREH SN LEME

BRI L
12. ZOith
T E W BR AL FRER
A ARTE )R 7 O EZEORA Y IR RBIEICHEIL L . SR E1T 9
OB H OH PR P
I SRR A 5 10°CFU/ g At
o L T 10°CFU/ g At
NI (=35
ol (=35
PIERTH (Exis
w7 N EKE (=35

CFU:Colony Forming Unit



V. BEICEITDIEE

1. BEEXIIHE

4. SEEXIFZHR

LLEBHENNSHY . LEICTERRE. BCY. BEE, HFL. DFETESZ
I EXTRADRDFIE

ARFIE. AREE. ARRE. EFHES. nOEE. B2 Y. HFEL, BEE.
55 GTHRE) . L3P, LA

2. EEXIIHMRICEET 5FE
BRE S I TR

3. AERUVAE
() RERUVRAEDREDR

6. AERUVHE=
W, RA1HA4. 5g%2~3ENIoEI L, B UIERICR OG5,
ek, Fln, RE, ERIC L EEEEET 5,

(2) RERVRAEDRERRE - 1R

REI LT RN

4. BERUBAEICEET HFE
RIEIN TV

5. BREKAUR
(DERRT—2 Ny r—o

MR L

(2) B PR = TR ER
mMER L

10




() BERGRRHR
kTR L

(4) BT HOBAER
1) PRI HER
BRI L

2) e ER
MR L

(5) B - FREERIGHER
MR L

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

DARBEHELTEBEFENDARXIIER LI-FE - HBOHME
MY ER L

(7) ZDith
mMER L

11



VI, ZRIBICRI I DIRH

1. FEPMNICEEHDILEMXITILEYE
FrETE2n

2. EIBER
(1) e FER L - e

kTR L

(2) E$hZET 1+ D HERAE
M ER e L

() YE A FIRBER - FFihF
M ER e L

12



VI. EMEIREICRE T DIRE

1. MFPREOHS

(1) s LB B e
LR L

(2) ERERHER THER SN =MAPIRE
REERR L

(3) hEgis;
BUEE L

@ RE - HHAEOLSE
kTR L

2. EYRERN/NT A—4
() ¥ A%
MR L

(2) MR USEE TE B
MR L

() HEEEE
BRI L

Do) TF7I3R
mMER L

(5) SR
UG L

13



6) Dt
UG L

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) MIFBEHEAE
kTR L

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

Q) KBS 2R CYPE) OHFE. BEXR
MR L

Q@) VEEBHRDAERVZFDEES
MR L

4 REYOEEDOEER VAL, FELLSE
MR L

7. HE
MR L

8. FIUARKR—A2—IZEAT 5B
mEER L

9. BNHFIZKABRER
MG L

10. BENDEREZHTHEE
MG L

11. Z0Dih
MR L

15



. Zxf (ERLOFRF) ICREITDIEE

1. BEREBEZFDER
STV

N EZNDER

ﬂ_ﬂ_‘
BRIEIN TV
3. MEEXIIHRICEHET HFE & ZNDER
4. FERUVA=ICEEYT 5FE LT DERA
BRIEIN TV

5. EEGEREIE L ZDEH

8. EEGEARMIE

8.1 ARAIDMHERIZHT-» Tk, BFEDOFE (RE - fﬁ)%%ﬁbf&%ﬁé &
mB. FREE o BIEE L, R - FrROUEEDRD DIV WEAITIE, Mk

SR R R
8.2 o HF A Z T 2L/, GAEKOBERICEET D L,
<R >
8.1 EWHRMESFHAIO LY —EOMEMERAERND -0, BEHETFOZEZ FEEREL
THEMTEAFTH L TS
8.2 E%ﬁﬁﬁ%ﬂ%ﬁ%f%ﬁA (%, BEAKOBMINESRECTHD Z &
HEtd LT\ D

6. RENEREHIHBEHICEHI IR
() EHHE - MEEFDOHLHESE

9. HENERZHT HEBICEHIT HIE
9.1 BHHE - MEEZEDHLHEE
9.1.1 ELLAKNDEZATWLHESE
BIERAN S D o3 <72, ZOERNPERINIBZENNH D,

16



) BHeEEEERE
RIE STV

(3) FF#eelEEERE
BE STV

4 £IEREE BT HF
FRIE LTV

O3

9.5 yE4H

1 TR L CW A AREME D & 5 2 MEICIT R G- L7 2 E 3 E Ly, KK
IZEEND Ny =r, REUBICE VIR EOERMENRD 5,

(6) = F.1m
9.6 =ELim
1B E ORISR ORHLREOA M2 EE L. I ok Lk 2
HT &,
(HIhRg
9.7 NRZF

NS 2k B & U T IR RERBR 1T 920 L Tu7eun,

(8) EtnE

mlﬂn%
ﬁg?é&k@%ﬁé:kogﬁmiﬁ%%ﬁﬁbewé

17



7. tHE{EA
() BHREZEZEZNDER
BRIE I TR

Q) BEREE & FDHER
BRIE I LTV

8. ElfER

11. 2l¥EF
WORIWERNH LD Z LN LD T, BlELZHDIT4T, BR300 5
ARG 2 LT 57 PO E AT Z b,

(1) EX7ZEIVERA & MEER

1.1 EXGEIER
1111 FFaefEE . &E (WO b HERR)

AST, ALT, Al-P, y-GTPZEDZE L\ EHZ4F 9 IFHREREE, SENH LIS
ZENRD D,

< fiftan >
1111 (ATHRERRS . )
AHNC L D EEbivd AST, ALT, Al-P, v -GTP @ LA % 1F 5 IFHRER S, B
DIEFIN A SN TV DT, ERROBIER ZFi#E L T\ 2,

(2) ZDiDEIER

11.2 Z0fthdEI1ER
BHEEAN ]
W EUIE RIL, FIR, RS
HIb& BACNR, BEAPUER, ED, THSE
< >

BEFE DT 5 RS 2 F M L TR 67, HIWmE 2 KIZRHE L T\ D,

18




9. BFBRERRICRIETHE
AR L

10. BERS
BRI L

11. ERLDIEE
BRI L

12. ZOMODEE
() EERFERICE D < 1HHR
MEE R L

(2) SERGRREKER ICE D < 1E$R
MEE R L

19



IX. JEERARGHERICRE T DIRHE
1. FEHER
() EEERR

kTR L

() R BRI
LR L

(3) Z D EIEHER
G R L

2. BB
(1) BE S B
HUER 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

20



X. BIENSIEICET IIEH

1. HEXS
A% L7

2. B3R
BLER 3 4

3. BERETOREL
Rik : SRR

4. BIEWLEDZE

20. BV EDZE

20. 1 AFNIDOWEE RO, TE DK E BT, BB Y7570
LWATICRETH Z &,

20.2 PREFEITE IR ZBET, BHROICERT 5 = L.
20.3 AFNIAEHKEZFRIE LTWDHDOT, GillSNRARD 2 LNRD 5,

5. BEMRITEH
<TFhoLky

6.

ol

—H5 - RIZhE

[Fl—RRo 3R 7 T I RERREE LB AL /7 T RS LR R B
= 2 v —FERCR S AURE T 3 2L

=R RS FUEE T 2 AL

J P SRR LB 3 2 R (GRS

Varay RS AEIF C =X Ak EFH

R DFERAR S FEE T & 2 JEhE

Y TR L S R Bk ()

(RPE) REBR S LB & R AL

AEFERCRAS FUBE - % 2 k- M

i

7. EREEEERAB
RSN

21



8. WERFTADFABRVARES, RMALERSEEAR. RTHBFEAE

HRIE4 F— A FFERAREF B = % 2 G
BOE ARG A 1986 45 8 H 22 H
2 O S ] 16100AMZ03869000
A B MBI RAE A R 1986 4£ 10 H 30 H
Bl e B 46 42 A H 1986 4= 10 A 30 H

o. MEERTHREM, AERVAREEEMENEHBRUZORE
%Y L7

10. BEERR. BIMEKRLAREABRUVZORNE
A% L7

11. BETHME
A% L7

1 2. BREHBHIRICET 51EHR
%Y L7

13. £iEa—F

Wise 4, e 2 R A % 2 G

294 /1 : 1099881010201
HOT (13 #7) HE = 500 g : 1099881010101
84 /) : 1099881010203

JEAE 55l A S At B

L . 5200038D1026
I % 58 = —

L7 b

— . 615101031
VAT ALAHa— R

14, RERWBHLDIRE
P14

22



1. 5IHEXE
DAENE R (B = 5 ARFI R WRTFRER O T — & fZ247)
2) R (f8 5 SRS 3)

2. ZOMOSEXH
AR L

23



XI. &8N

1. EGHETOHRTRE
MESF TIEFETE S TR0

2. BNCEITLEBRIIEER
MER R L

24



1. FRF - IRERICER L THRKRFIETZ1T 5 1SH - > TOSERFHR

ARIEDIEHIZBET HER « ABUTIIKGREZZ T TORWEEICEET 2 1HFRN & £
Bo MBTEENHL L TORVNELEENTEY . H<ETHRBSATNS
R FETHEONTERZFEZLE L THRR LTS, EEMEEE D ERR A 2 Ret
T5ETOZREFHRTHY . MIEDORHREZRTHO TR,

(PEHUARAL - TR R D BOEE e R ENC RIS 2 A BT A BT % Q&A IS

DNWT (ZD3)] FHILH 9 H 6 BT JBAGHBIE RHE « ATEREA RIS - BT
TR HB5IEA)

(1) ¥38%
BT L
(2) HAlE - BMAURUVBEEREF 12— T DEEME
R
] BB et
Wi e e | BORLE | B G5O)
AR 54y 10 4y
A T ALK 1. 5¢/ \
=% 2G ki 1 S B ©

AL, THRIREE B G FT v 784kl (BK) CiED) 1 1oHE TN,

25



FEHIFI ¥

RBR T IE (BE) - MR L EIRI&EZ . v v 7% L7ciEAR (B8 30mL) ICAND,
% (55°C) 20mL WRWERY | 5 o3[ BARAE, Mk, BErEOREBZBIZ, 5
ST LW G S BT 5 pMAiER, MEMEOREEZBIZE, MEEL TV
L%, 15 {HEMIEET 5,

B E GEmrE) - AR - BB L7TERIRICHOW T, 8Fr T2 —7IZiEA, BRET =
— 7 OEANGEE VK 2~3mL/BORE THEAN, 2B, Fa—71F Xy N EOBHE
Z2fE L, R AR D 330D 2 Z/KHZ L, il (GEASR) % 30 cndD s &
ity M5,

FRIEDFE D S DIZHONTIE, TOBIEAZOTF = —7 W& K 20mL THEWR L (7
Ty T, R BEE T 5,

FHNGE (HAEE) - MR % 55°C DR 20mL [IZAFL, 5 2 E721% 10 Sy IR L
7z & X DRABLIRAE
O : R E 137 <1
A IRE LIS D
X o YR R B L
— : i G RETERT G Ah
AT GldEE)

110y LANICHEE - BB L, K 20mL TT7 T v 75 L, EikrEte
RN 8Fr. T o —T Zi@imT 5

W2 — CRERE)

F1:— CREE)

42— CREE)

% 3 GBI, K 20mL TT T v ST EEFRENELILOT, &5
(2K 20mL BT T T v o745 L, RENESTEET D

AN RRE G S TR

2. ZDHOBIEER
(1)PMDA EXEMERKREANME~Y =27 IL (BFE - —ROARIT)

o« SRFIMEFEE (https://www. pmda. go. jp/files/000240141. pdf)
26



	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．管理的事項に関する項目
	ⅩⅠ．文献
	ⅩⅡ．参考資料
	ⅩⅢ．備考

