2023 4 10 HRT (58 3 hiY)

H AAEAE RS T Fa & 871319
EELA A ELI—T4+— LA
H AR SE AT O TF 308 E4H 2018 (2019 AE T HAR) | YEHL L CHERR

IEFXFEMIERIRK0.05% B3,

Epinastine Hydrochloride Ophthalmic Solution

M7 LIILX—SERHE
IEFRFUIEERIE RERR&R

7l i7

KM RARFA

A o B H X

RZ L7

B_ow - & '

Iml 1 =& F RF R 0. 5mg

- fis 4

i . = 2T R (JAN)
¥4, : Epinastine Hydrochloride (JAN)

BE R T KB A R
b ST

- ot BA 46 AF A B

BUEMEARRRAEA B
S 5 HEARCAE A A
W 7¢ BR 46 A A H

2021 42 H 15 H
1202146 H 18 A
1202146 H 18 A

e 3E e (d@ A )
ﬁ% %% ° E& It = %t 45

fERTE T - v — b= v T VRS
R % sty —<

R A 0 AH 2 DG e

il W & b

o

H

AT =BT 77—~ REEHE
TEL : 03-6368-5160, FAX : 03—-3580—-1522
EIRBMRE AT A — L —
https://www. feldsenfpharma. co. jp

A TIF 13 2023 4 10 HGT O CEORHICHK ST SREGT L E L,
BT O RIT, ISTATBOEN 3L ERERHR OIS O IR HF MR — T

MR L TLIZ &,




1.

EHRKhA F E2—7 +— L2FHDOFF| & O
— AARBEREAIRN = —

EERAM VE Ea— T+ —LERDERE

PR EIRA O FEARN R EREHR E L, ERAERLGAMACGE CUT, ’IE) Be o,
PRI B CEERD - SEAIRIEE O ERAEFE DY B R LB e B S 5 o0 3 (E 4 B #2416 3 D B
Wi, WS SCECREE S U B A AT B ISR E ML E R AN H | BERAEDE
FAFHA Y (LT, MR) E~DIFROBIFERSOERIC LV IHFREMEL TETNDH, ZOE
LB ER ARV ATT HTODHEB Y A ME LTERMLA w2 a—T74—4 (LIF,
IF &H&3) 34 LT,

1988 4FIZ B AR PEsEAIRT2= (DL, BsE) 5 2 /NEB R IF OALERT, IF sediik=,
IF U ERHZRE L, £ D% 1998 12 B FEFNE 3 /N2 B 4323, 2008 4, 2013 4E1C AR FEE
IFHREZ BN IF s EEONET 217> T&E T,

IF FC#ZEAH 2008 LARE, TF (X PDF EOE 7T —& & LTRMET 2 2 e RAIE ooz, Th
IZED, UM SCEOTERUGTN &> IGEICSGET ORIT —Z 2B Lz IF 23ECH e
INDHZ Lol RO IF 13, EELEFRER A (CLT, PMDA) OEFEHEIE
R D_X— (http://www. pmda. go. jp/PmdaSearch/iyakuSearch/) [Z TR I TW5, HIF
KT, 2009 2 L VIR D TF OFFRA e Dk e LCTIA rF B a—T 4 — ARER]
ZRE L, 4O IF BRI SCEZ ST DB EMAER & L CEN»ER - BEfL T 5,

2019 FEDOYMT CERHEFEOEFTIZ A, IF Ll EHE 2018 AR S, Ak [ERAERK
S DB TETE B IRENC T 2 A R T4 > ) (CBET AR O -0, ZTOEHREZFE L
7=

IR &IE

IF 1 THSCEEOE AT L, ER - SRRSO EFRIEFH I & - THEEBICLTER,
EIS O SEERDOT-DOEH, WFREDOT-DOEH, FHIO- O DIEER, B 0 E ]
DI=DONEH, FHENRBE T T O OFERENEN S NI RE BB OEIR MR E L L
T, BRSO Z RE L, SRAIRTEE D 72 012 Y %I 36 5 O RS E U IR (Ic b D A3
(ZAER R ORI 2 AR HE L TV B2 R EArERHT B,

IF (ZFC#T 2 1E A B AR RE L7 TF FRdEREIC HEIL L, — RO BIoh 2 bR & KGR O %
FNOFERMA TR S D, 7272 L, MIRBEOHESICEDL 5 b O ORI B O 233F - kT -
FRAET R X HIES T IF OFHFE L 1T 520, SV 2 5 & BRGNS S 7 TF 1T,
FIFHE B S 255 - 1 - BREHT 2 & & bic, BERFTETHILDOLE VI RHERFOZ &
ZRHEEE LTV 5,

IF OfIE 7T —F 2 AR L U, RS TORARITVA TR,



3.

IF OFIBICH=-T

TR TF 13, PMDA 00 [E 7 I 38 B S Sk 22 0~ I B T N S TN B,

RIS ¥ [EILA X Ea—T 43— IMERDOTE X 1THE-> T IF Z1ERL - #2333, IF
DIFREBE 2, EEBIGICARE L TV AIEHRS IF MEAURFHZEE UEE ME R IZ OV TR
BED MR E~DA LA E2—IC L VFIIEE SRNELFTESYE . IF OFIHEZ 5D 2 B0
HD, 1. FERSET SNAHER EOFEZEE T2 HIEICE L CL, IF BAHITIN5 £ TOM
I, BEEEENRET AUGTNEZ O L2 CEE, H D WSRO EREML G R —v
2 L EHIEE E SN S L L bz, IF O ICH T - T, BEORASTE% PMDA
D SR 1, E SRR BB M R D ~2— D TR T B LN B 5,

7k, W EMEASCLEMEORRO AN DREH I TS [V.5 BREE © X, 254
B TXTL 5 IS 2 HE AR ZZT TORWERPNEEND Z L3 HY . ZOHY
WNZIF TR ETRETH D,

. FAKELTOBER

IF Z B EBICBOTRNT I ENTERWERBERIE U THEH L TWeZE 720, IF X
AR EGE 25 1F T, YK ERGLORGERTE UIRTEITHED DEFENERK - fefit3 5, EHKML
WO b DZEMTER T D & ONLE-SIT 208, Fod - RHUITES S EREERE O S,
5 R OV M OfERZIZ B~ B IR O IR E AU G RSB T A KT 1 >, SR
I—R AT« T T T 4 AEORKINE - ERESZ T I 525700, IGEEHRIEMIIEEI T A KT
A IR, ARTRFRIESGRAN O FVESRIC BT D IE IR DUV T BB SENERIEFH DD D
KOS CTT) T EIFELZZ RNV ESNTEY  MREADA X Ea—CH b OSCHEGRAZ2
Elcky, FIHEELN IF ONBFEREIELIREELOTH D Z L E2FH L TRtz
BV, BEERENGHE LN A EROBZIRILEZ R L. TOREMEE Rhx, ERERISGICE
VDI AR5 Z SITEARTOAB TH Y | IF ZIEH LT HE¥EEZ HICMiEH 5 o
LTV & 20,

(2020 4 4 HEGET)



H
. MEICEY 41EH
1. BAREORRE ... 1
2. WS OWRIEFHIRE oo 1
3. B ORBIFRRE o 1
4. WEEFEACBE U CTREMT SRR L1
5. A}Jkﬁ:
NOVRE - EORITBEIE . ... .. 1
6. RMPOMIEE . .................... 1
. BWMICEHT HIEB
1. IRFEH oo 2
2. R 2
3. MEASUI M. 2
4. BFREODFE ... 2
5. b4 (gl XUIARE ... .. 2
6. EHA. B4, iS5,
B T e 2
.ﬁwm\lﬁtéﬁﬁ
L WEMEEEROMER 3
2. ﬁ%ﬁ FOEFESEMT
BT EM ... 3
3. ARG OB, EEE ... 3
. BEICEAY 41EH
1. B 4
2. BIFIOMBL . ..o 4
3. WNHEFRIR DR O & . ... ... 4
4. Il 4
5. BATLHEEMEDOH D
BHERD 4
6. HHOKMEEMET bl
EEVE 5
7. PREER ONERREOZENME L 5
8. fhFl L DAL
(B ERZE) 5
9. M. 5
10, Fem -3 oo 5
11. BsfRptsn &M ... 5
12, ZOM .o 5
. JREICEET 5IEB
1. BREUThE . 6
2. REUTNRICPHET DR ... .. 6
3. HEROHE ... 6
4. AEROHEICEETER ... .. 6
5

COBRRRERRE ... 6

VIL ZEYEHEE
CMPEEEOHER
. PRI ST A=
. RHER (R Lb—3 a3 v) T ..

b/

VI. FE3hEBICEH3 5I1EH

1. FEHZERICEED H{LEY)

EICRE Y 5EE

00 N O O A W N
E

9. BHTE

I5H
1.
2.
3.

%mﬁ

Ok

ﬁ% I RIZBIES S

HEEZOHEM

4. MEROHEICEET S

FEEZFOHEM
5. BEEARARMEE L FORE ... ..

6. HEOCEREZATLEHEICHTD

N =
7. MEAER
8. BIWER .

10, WBEES .
1. @A EOFEE
12 FOMOES o

TERDBERER
10. FFEOEmEZATH-BHE ... ...
1. Zofth ..o
ViI. 2t (EFRLOZFESE) AT S

TENELTOMEE
BONARELZOEB

.13

.14
.15



IX. FERGPREAERICRE 9 SIHE

1. BREERER ... 16
2. mMERBR . 16
X. BEEMEIAICEAY 51EHE

1. BHRIRS 17
2.?5%%%? ........................ 17
3. BEERREECOTE ... 17
4.W&wimgﬁ ................... 17
5. BEMITEM ... 17
6. [R—moy - R . ... 17
7. EBEAEAR 17
8. RUEIRFEAGREH A LD

HRRE T, FEAAEEIGEAEH B

IRFEBRAEEEA B . 17
9. ZIRESUI LB, AEL O B4 8

MEOFHAKPZEONE ........ 17

10. FSRARE R, BRHER RAREH B &

11, FEERMIRT ...
12. FSHMGIRICEI - 268 .. .. .. ..
13. KfEia— R
4. BRI EOVERE o
I. >k
1. BIUASCER ..o
2. ZTOMDBEIHER ...
X1I. 3EEH
1. FERHMETOITERI
2. WM DGR SCRIEH ... ..
XII. {#&
1. FA - IRFESCERICER LT BRIRHIMT &
17912 Hl-oTOSEESH ... ..
2. ZTOMOBEEE ...

i

o

18



I. BMZICBEY SIER

. BAROERE

- RAORAIFRIRE

. WIEEAICE L TEAM
TARERE

. RRBEHRUVRE -
L DOFIREIE

RMP D&

TEFAF UEERIEIL, B AX IV ZBERETERAB IO AT ¢
T —Z —EREHIER 2/ L T\ D,

T B AT R AR 0.05% [H R (Z= v A F Ml 4
BRI & T 2507 LAAF—HIRAITH D, Hikk K ORBRGIEE R
E L, IR 21TV B EIEM & LT 2021 4 2 A IT3GR %2 S,
2021 4 6 HIZARFERRALE LT-,

(1) Aotk
LT LNAF=HKTHY | t AZ IV B ZEREFERAB LT
AT S — G E R 2 R,

(2) &t
TETAF R RAREORIEM & LT, IROFHKR, 2
& ZEWL IRMeZE. MR, BRR. RIS, IRODZ 9 FERE,
IR, IRFEZ2N e STV D,

L

Ji EAE I B B B4

JHE L. B
RO T | T sAN %
RMP i _
BIOY A7 F/MbisE & L - B
TERR &AL TV B EH 8
B e A K54 o -
P B DB S T 4 -

(1) RABEH
Y L7

(2) @ - EFRALOFIREE
YL

BA=RSAYA




I. AMICEET 5I1EHE

1. BR5E4 (1) ¥4
T B AT UM ERHE SRR 0. 06% [TH A
(2) *4

Epinastine Hydrochloride Ophthalmic Solution
(3) BMDHAEk

BrlzZa L
2. —&%& (1) 04 (@dik)

T ATF R (JAN)
(2) #& (&%)
Epinastine Hydrochloride (JAN)
Epinastine (INN)
(3) ATL
Hie A& I 3K —astine

3. BEAXERERX

+ HCl

ROGHR AR

4. DFHKRUSFE 45+2 ¢ CelisNs + HC1
455 : 285. 77

5. {22 (#if%) XIEFARE| (B 9-3-Amino-9, 13b-dihydro—1/#dibenz[c, f]imidazo
[1, 5—a]azepine hydrochloride (IUPAC)

6. {BAA. A4, KBS, Mg s eSS AF o R E S AT

EEES




M. B <BEY HEE

1. YEEFHTEE

2. BERHSDEEEHTIC
BITHREM

3. ;ﬁ)‘j]ﬁk_ \o)ﬁﬁuhntqﬁlf
EEE

(1)

(2)

(3)

(4)

(5)

(6)

(7)

s - IR
A~ A OREEOM R TH 5,
i

S EI ARHJFT7 DRI

K A

T X ) —/1(99.5) TRTW

Gl
Gl

AL )= H%ﬁm
HER% (100) Gl

iR 4

M ERR L

A (MRS, R, EER
MERR L

FRIG B ARRETE

UERR L

NERE

UERR L

Z DD E L RMEE

KR (1—-20) 1 TheSetEZ2 R E 720,

MERe L

(1)

(2)

EED ICy D-tgﬁif
(1) &S T HIROE RE I FE T4

2) TAMBUL AT S IVRITETED RAL T U 0 LEERITE

(3) AL D EVERE (2)
EE

RN AT IR



V. "HAIZEEY HEE

1. #If (1) FIRDORX5
IR AR

(2) BHENONEER UMK
SO R MR K M R AR A
(3) #AIa—F
YL
(4) HHDOYE
pH :6.7 ~ 7.3
=BEl 0.9 ~ 1.1

(5) Tt
BEHHITH D,
2. HEIDHERK (1) AW CEERS) DEERVFMH

BRSO EGE  InL B =B F AF RS A 0. 5ng & F
WA b N U O A U UERTIKRFET R U T LOKF,
U UBAKFT MU U LK, RUBE,
7 Mg MU T LKFW, pH FREH
(2) BREFDRE
YL
(3) B8
Y LW

3. RMMIBBEOHAKRUVEE FLL20

4. Aff L
5. BAYSHAREMEDH D EER e L
R




6. HEDEEEHTIZHT

SREM

7. FRERVERROREL

8. fth&l& DEEEEIL
(MELFEMEIL)

9. AHM™

10. &A%

1. BgRESnEIEME

12. Z0fth

DAIIBE v T

HERSEE  Bnl 7T AT v 7 BLSIRAS AR,

40°C, 25%€RH LL'F

3y b, n=3 TiXBr A EhiE

0

B AL 2 % A% 4 5 A% 6 % H#%
PR M PRE | MEEER | MR | EE
(SR OIR) DK DK DK DR
pH
7.0 7.0 7.0 7.0
(6.7~7.3)
M=l
BB 1.0 1.0 1.0 1.0
(0.9~1.1)
SE (%)% ] 100.1~100.3 | 100.3~100.6 | 102.4~102.5 | 102. 5~102.7

KETREITK T DEIE

YL

uERe L

R L7

(1) FENDEGRSR - AF. SRR CESR - BFIC

B9 51
GRS
(2) 8%
I ATy 7 JIRAEE Snl X 10 A
(3) FREE
% LR
(4) BHROHE
(o Hike *yo7
TIAF v I EEm | RV=Fry | AVxFlLr | A)=FLv

BARSAYA




V. BEICET AIER

. PIEEXRIFIER T UL —PEREIR S

. REXIIHMRICEET S BRE STV

IE
. RERUAE (1) RERUAEDHEDR

WE. LRI, 1 H 40\ G, B, 45RO ER) SIRT 5,
(2) BERUBESEOHRTERE - 1BI
M ERe L

. BERUVHEICEEY S RE STV

IE
. ERERAHR (1) BBRT—2 /v 75—

Y L7
(2) ERRREEHER
MERR L
(3) AERBIFRAR
UERR L
(4) HEER9ERER
1) BXNMHERREEEAER
(ENE RS (PUREERRER) ) >
OISR DT L —MERER B (87 #1]) ZXxt5z, 3#E (i
iR 0. 05% = &' F A F e miRHE . AR 0. 05% = B A F
HERAYE IR /MR~ 7 ' AR RRNE, WA 7 ' AN RIRIR) 1T
TEZIZEI T, FIRICEAIREZ 1 F 1 AR L7z, & IRIK
JR 4 FEEIR I A AR PURIS IR 2 iR L, RIS DOV CRE
L7, T OFER, 0.05% T " A F I SIRIRIE 77 B R S
IR LT, RE DA a7 K ORI A 27 2B E
Wl L7,




#. R 4 R ICHURE R 21T o T L EDIRZE Y FEREA a7 K&
OSSR A 27 (IRHEAZERER, 3 RS 2 a7)

. . REfM 2=
0.05%xTEFAF| 7 F kR o) j=
AL AR gl | [OO7eIE B
PAi
. -1.3
E%ﬁ? Qi;&? Lqéﬁ7 159, 1. 11]
P<0. 001
-1.3
FE MBS . 2.7 = 1.1 4.1 £ 1.5 )
[-1.71,-0.92]
S (87) (87) P<0. 001

(P8 AR (R )

QOIERW DT L L 2 —MEEEK R (86 B) ZxIRIZ, 28 (K

IR 0. 005%™ &°F A F L HaetE &

HRIR /AR 7" 7 2 R mIRIR ., AR

0. 1% A m /& 2 JHRIR /MR 77 & A RHIRIK) (ZHEVEAICH
T, FIRICA AR Z 1 1E] 1 AIR U7e, & mIRIE & SR 4 F
2 A IO PURIER 2 SR U, BRI OV TR L 725 5
0. 05% = &) A F R MR O A ZMEIT 0. 1% A v "z Y
VIR E RRE Ch o T,

0.5 4

0.0 ¢¥

—o— TS REMRE

—e— 0.05% I EF X F SIS SRR
——0.1%F0/¥2 T > SRR

———

0

O (86)
N= @ (43)
A (43)

(86) (86)
(43) (43)
(43) (43)

10 2

(86)
(43)
(43)

3 1. AR 4 B ICHURRE R 21T - 70 & & DIRT 5 FEE A =
T (R TR, 3 BRI R =7 S AR TE(R )

—o— T I RARAR

—o— 0.05% I EF X F 15fIE SRR
—— 01%F0/N2 T > HIRR

T T
5 10

(86) (86)
(43) (43)
(43) (43)

] 2. pifR 4 WP (CHURRE S AT o T2 & & OREETEI A =7
(WRBRFE TR b, 3 R A 27| 28 + IR HE(R 72)
IRBRIM 200 UC, RBIEHITRRD biviano 7,



(ENEE ISR (BREEER) )
T LV —PERERESS R (130%1) & RFRIC, BREE T T0. 05% =
B AT U IR 2 1R, 1A4E] B, &, 407, 3R
i) S MLARIRT 2 IEEMIERHIREER (R 535 % 98E L
TR, IRE DA 27 (CEE R ZE) 13— T 1
2.8+0.5(130f) . 7TA H2.240.9 (130441) . 14H H1.9%1.0 (126
), 28H B1.5+0.9 (125(1), 42H H1.2%£0.9 (125f1), 56H
H0.6+0.7 (124f]) ToH o7z,
BIVEAIZ2. 3% (3/130%1) (258 B, HRANHKL. 5% (2/130%1) .
iR B1))%0. 8% (1/130%]) KL OVERAO. 8% (1/130%1) Th -7z
3,5)
B, T U MEREEREE E R RICEIE T CEE LT T
B AN R E 20— SR TRE R Hel sl Tk, ARl
WT T 7 BRICRT DESIEIR S eno72 9,
TR
BRI L
(5) BFE - REHEER

MR L
(6) AEMERA

D EARERE (—REARERE, FEFEABERE, FHABE

LEEGERE) . BLERFGEER T — 2 N—XFE. EERFTEREERAR

DB

BRI L

DEBEH L LTERFEODARIIEER L -HE - HBROBME

BN
(7) Z0ith

AR

2

~



VI. BHEEICEAY HIEB

1.

EEZHICEEHDLED
XIFeE&HE

2. EIE{ER

I RNFT o T VR VIR N AT R . oS a D R
WSO A X IV H SRR PTEE

HE  BED H DG ORRE - WRF IR O LEFEESRT D
ZE,

(1) 1RSI - VERRF
VERFOAL « HRARAR
TERREFF 10 . = 2T UHERRE IR, B A X I UHS BT
EHZFEEHE L, BIZEREM S DX T 4
—EERIER 285 %,
(2) EMNEERMFTLHEBRBE
(Pre A% I UAEH)
- 7 v MR-BREEARZ W2 Z R GER T A X I VHSZ AR
IR D EWBFIE AR LT (din vitro) 7,
- EBNLEY FTORZAZ I UFEFIC X DO g FiE it 4
i L7=Y,
(AT o =— & —iEAERHIER) %10
7 v FOT LMK E T L TR O B R OV e
A B DU I L7z,
(2B T LV X — MRS T 7 SR B0 5] 1
~ T ADT LXK T T L CREE O & M T %
ol L7,
(3) ERAHIRBFM - 1G5 2
"’“III*H%EE%’E FUEFERRER) 12BNV T, 0. 05% T B F A F g
R IRIRIE 77 2 AN RHRIR & i UCURER 16 20k, 4 R L
O 8 R IR RIFOIRE 5 FEKA 27 K ORI A =27
A BN L7,




VI. EYEREICEHT SRR

1. MPREDHERS (1) AELEDGCOHEE
BRI L
(2) ERERABRCHESR SN zMAERE @
BERERR A BE6HIIC0. 3% T B A F MR SIRIE 2 A IRIC
1R . 1H4E7HRERIR L & Eomigho e 25
VIR BARSIRE 10T BT, TR TOMBRE CER T
FE (Ing/mL) K Todh o7,
) ABIPNAEGREINTODEEIX 0.06%TH Y., HIE - HElx
LA 19, 1B 4E (@, B, 5 LKO%ERD RIRETH D,
(3) th&EiE
MERR L
(4) BE - ftRAEOEE
R L

2. BEURERIINNTA—S (1) fEHFAE
MR L
(2) RIGEETEL
MYMERR L
(3) HERRETEH
MR L
(4) DUF7S2RA
BRI L
(5) NHETE
MR L
(6) Z0fh
MR L

3. BEHE(REaL—Lay)| (1) #HAE

fRHT REMEE R L
(2) WS A—3ZEEHER
EER L
4. RN BRI L
5. 9% (1) Mm%k — KBS @aE
R L
(2) Mmik—RREREFT @B %
MERe L




(3) Eit~DF1THE
UERR L

(4) BEE~DBITHE
MERR L

(5) ZODMBEE~DIEITHE
FILOMARIZ0. 05%"C-= &7 2 F s s BRI % Ha]S R
Lz & &, MOREIXTICHMREMAM cRm <. IR, g, &
fBE, MR, SREE, BARADIETH 7=, T, AT=EHM
ik Cd DULR . BRI M OHENRASHSE Fh O EE D RRIRFRY 22 80
1, AR 24RFH AN B W TREO Lo 7z,

(6) MEFELHEEE
UERR L

6. Xt (1) RBEEELR O BRER Y
fERER N BT R PG LT 56 DR K OFERT ) o DG
BEMRPILIEE A FEAERENKETHST2 OMEANT—
Z)

(2) REIAEAET IERCYPH OHFiE. F5EX
T AT OREHHNT CYP3A4, CYP2D6 K TN CYP2B6 D RH5-73 7~
Ve Xz (in vitro) .

(3) VIELEESNRDEERVZTDEE
UERR L

(4) REYOFHEOFERWEL., FAELLE
AR L

7. HEt R A B OG Lz & &, FIDRFP L OFEFTHE S, BE
WERIZFNFI25. 4% K NT0. 4% Th 7= GFEAT—X) ¥

8. FSURKR—E—IZBET MM ER R L
51EHR

9. BINFICKDHRRER REER R L

10. BEOEREATHEE | WUBHARL




11. Z0ih T B AT R SRR 0.05% [TB&) X, 7L od v ARk
0. 05% DI HTHFERIZEES T IRIMFIOFEE K OVE & (BE) »N7 Lot
> RHRHE 0. 05% & [Rl— & 72D K S LR EH 1T 72 D TH Y | pH,
FEE IRBIE e E OB LRI TR D 2 LD AR
R4 & Iip S 19,




VI. &4 (ERALDIESF) AT SHIEEB

. BERAREZTDER FIE SN TR
. BRNBREZTDER 2. 22 CROEBEIZIFH/RE LGN E)

2.1 KRBT x UISBUE OREERED & 5 B3

. MEEXIIZIRICEET S RESH TN
FEETDER

. BERUVHEICEEY S RIE SN TR
FEEEDER

. BELGEAKRKFEELEEZD 8. EELEARMIFE
pLi)as 8.1 AFIDOMEAIZ X 0 ZIENTED DR WIEEEITIE, EBREEH
Wb E LWL IEETH L,

. BEDERZAIHEE (1) &BHHE - MEEZEOHLEE
[CRE9 HFE BE STV
(2) BHEEEEE
BE STV e
(3) HHeEEERSE
BYE SAL TR
(4) HhEREZHR T HF
BE STV e
(5) WEim

9.5 4w "
PEI S TIEIR LT 2 rIREPED 8 2 MR, 1B EOA M
nafrtEz BlE D LB SN D BRICORR G T H T L, IR
A S OMEIRATIRER (T > b fEH) TIEZEROE TR, &
BIESEER (79 #n) TEREBSEIEMZ, Wb
mHETHRD LN TN D,

RESH TV RN
(7) MNRZ=

9.7 INR
12REATG O/ Akt G b U7 BRI M L Ty,




(8) &
REIN TV
7. ¥MEEA (1) BEEZEEREZDER
REIN TV
(2) BtREEEZDOER
RESH TV RN
8. ElEA 11. BIER

ROBWERDRH S OND ZENH LD T, BELH2ITATV,
S DRSO NI ARG 2 IR 5 7 S AL E A 1T
22 &,

(1) EXLGEMER & WHARER
BRE STV
(2) z0ihoEIEA

11.2 ZDHOEI1ER

1~5% A5 | 0. 1~1% A HEEERBH
e, MM, VIR,
\ R L AR ‘J< AR {}lh(}jji)
AR AR . FARARER, IRDE S
FERS, FEMREFE M, ARAE

9. BARBRERRICRIFTEE HEIN VAW

10. BE=k5 RES TV
1. BALDOIE 14, BRALEDIE

141 ERIRMAFEFOEE

BEICH LU TORICER T 98T 52 L,

< HIRIBYBA I D70 SHRD & & | FERO AN ESE B I2fih
RVEDICEETHZ L,

- FRIRZ BARG U CREFEEENIZ AR L, 1~543 Rl L CIREET %
JElE S E72t%. Bl &,

- RIR L7z & Z T DIRIS EFEIZHOW G812, 37 <IEs

WD L,
Mo KRR 2 O 25 811%, A< & b5l B AE &
FTHLRIRT S Z &,




12. ZOMoEE (1) ERERERIZED <IEHR
BE STV e

(2) FEERFRERBRICED < 1HIR
BESI TN




X. SFERREAERICBEI HIEE

1. EEHER (1) FERFEEHER

[VI. 2B 2 ) 22752 &
(2) REMEEHER

MERR L
(3) ZDthDEEHRER

M EE e L

2. SRR (1) BEEEEHEMHHRER
M EE e L
(2) RERGSMHHER
MERR L
(3) ElnEHHER
MERR L
(4) NARMERER
M EE e L
(5) EERAESMHHER
MERR L
(6) BFTHlBEER
R LR 18
T B AT MR S ARIK0. 05% [H A Z @ RIC1E
50 u L, 3043fIfACLA12[E], 7HMKE AR L BRIz
T, BRI AR D H 419, Kay and Calandra® DRR
BRI TE I THRREMEA 22 E Rl & 7z,
(7) Z0thnisSsk
MERR L




X. EHMEHEICEYSER

10.

. BRI

. AEARE

. AEIKETORTE

. RO EDEE

. BERTEM

. EfRREERAR

. BLERFEAREABRY

ARBS. EMEENH
FRAB. REMABEAE

. PREXIIREM. A&

RUREXEEMFED
FABRUVEDAR

BEERR. BIEGE
AEFAARVZONE

D LW
: B

—

il
=l

$ om

K

BRI - 3 4R

R PRAF

BRESINTWRN

BEMERELTA R

<TvoLsy  FH

T OMDEBENTEM - BEFEE
(https://www.feldsenfpharma.co.jp)

[F—msy : 7 LA v alRIRO. 05% (S RKHEK)

W ) 37 el VBT NI UL RT=F AN A TVT A,
NI TARNIVTL TUEY TR NKY, 7 b F
T TV VR RNATF U e Sa
YRR

19944 H1H

BEARGEAAGRAEA A 2021 42 A 16 H
WA . 30300AMX00114000

HEAMEEVEINEAEH B o 2021 46 H 18 H
B 52 BH 4 4 H :20214E6 H 18 H

BARSAYA

BARSAYA




11.

12

13

14

BEEHME

- RELMFIRICEY 21F®

. BfEO—F

. RIRFEHT EDEE

R LR

AFNE, BRI D HIRIZE D S TR0,

7e4 « =B AT et SRR 0. 06% [TH &

JEA B S e | ERIER G = — HOT (9 #7) Lt b BRALER
USRS 2 — N (Y] =2—R) &5 VAT Afa—FR
1319762Q1117 1319762Q1117 128435502 622843501

ARANIREZIR EOBREISTH D,




X 1. Xk

1. BIAX#Ek

2. ZDDSE

D) v—hr=v T VRS N ER (ZEERER)

2) Fujishima H, et al. : Ann Allergy Asthma Immunol. 2014 ; 113 :
476-481

3) AIMER O EMERBREGEOBE (7 LA v AR 0.05% -
2013 4% 9 H 20 A/KGR, HARLH

4) ZEIIAH CAC 3B (01141101) (7 LA v slRHE 0. 05% : 2013 4
9 H 20 H7KGR, HiEEEMSEZE2.7.6.7)

5) HJIR X fth s H7= 5 LWEREL 2014 ;5 31 : 97-104

6) HEIAHFER (NSO1-DFT) (7 LA SlEHE 0. 06% : 2013 4 9 H
20 H7KGR, HEEEEMEZE 2.7.6.6)

7) Fugner A, et al. : Arzneimittel-Forschung/Drug Research.
1988 ; 38 : 1446-1453

8) %W%/F®tx5 VBRI K DR T L O s FEl

EIZxT21EH (7 Lo v SRR 0. 05% : 2013429 A 20 H
. FESERMBEEL 2.6.2.2)

9) E%Xi BEIET LAX—MERERRET VT v b ORI
HIADO BRIt B 1ER (7 VoA v 5 BHE 0. 05% : 2013 4E 9
H 20 AZA&GE. HFHFEBMUEZE 2.6.2.2)

10) 7 v NZENEIET LXK T T L O D OB
AL RS T AR (7 Lo SRHE 0. 05% : 2013 4E 9
H 20 AZA&GE. HFHFEBMUEZE 2.6.2.2)

11) ~ U AGEBBIET LLX —PEFERR T 7 L o Mg SR e
KT HER (7 VoA SRR 0.05% @ 2013 429 A 20 HZKGE,
HEEERHMEEZE 2. 6. 2. 2)

12) DE-114 mlRHKE EEAREE [ FERBR s 535 (7 L oA v Rl
2 0.05% : 2013 4£ 9 H 20 AA&RE., HFHEEHEE 2.7.6.2)
m)%w%@&@ﬁ%(7v9ﬁyﬁwﬁaom&mwﬁmﬂ205

. FEEERMBEEL 2.6.4.4)

M)&W oA - AR - HREHCBET 28R O LY A R IA vy
7 1% : 20054 1 A 19 A&, HFEEEMIZE ~. 2 (1))

15) Kishimoto W, et al. : Res Commun Mol Pathol Pharmacol. 1997 ;
98 : 273-292

16) m— h=v 7 RSt NER GEERIA] & OfF %)

17) Niggeschulze A, et al. : JnHIKE. 1991 ; 41 : 355 - 369

18) m— b= 7 RSt FENEE (IR

B L




XI. 3E&H

1. ELNETOHERTIRR FA=RPAYA

2. BIMIBITHBARIERER LU Ln

,20,




XI. {#&

. ERE - IREXMRICERLT | (1) ##

FRERFIBT 1T 51 % L7
H=->THSEIFR (2) MR- BEAUERURERSF1—J0REBH

AR

. FDOEEER EER e L




	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



