2023 4 12 AYGT (5 8 i) H A AR 545 T 871319

EELRAAEL—T4—L

H AR B3R A2 O TF 308k Z4H 2018 (2019 AE T HTAR) | HEHL L CHERR

ISR LR IEE AR ARRHA
BAERA RBEE7ILAVEF )Y LREBRK

CPILOOEIFIDL RIRA0.1% Nitten,
EPLOLEARTIFIDLRIRRK0.3% =v5o,

Sodium Hyaluronate Ophthalmic Solution

7l | ARPERARA

Ao HH XK | BEELRV

O v7nra s b o ASIRIZO0. 1% Nitten)
ImL % HE EHe7ro B U A Img

;‘:E % ° él\ % N A V77 o, — ==
@ernra gt N U ALIRK0.3% =7V
ImLF HE B#Ee7rror@Br Y wA 3mg
o I 4, g RERle 7T L i FU A (JAN)

4 : Purified Sodium Hyaluronate (JAN)

O evTrrurEEF Y AEIRKO0.1% Nitten)
REAREAAFRAE ] H 1 202148 16 H
3 IR 5E K GRAE A A SR AR VENY AR H B - 2023 4F 12 H 8 H

_— 7 kR 72 BH 47 ¢ A H : 2024 42 H

RS R R o n B b ) LRI 0. 3% = 5T
- RGEPR AR AR A A | mUsSHRSEAKRAEH H 201848 H 15 H

M AL MEIY AR H B - 20184F 12 H 14 H

R 72 B & 42 A H :20184F 12 A 14 H

WiE e (@A) - W 76 Jo:m— b=y 7 oAt
AR T S 4 RERTET : n— b=y T 7 7 —~ &t

= SEAT HRAH 22 O e

n— h=v7 RS EREFHRMASEED
TEL 0120(691)910 FAX 052(823)9115
BRI T A — L —

https://www. rohto-nitten. co. jp/

A TF 1% 2023 4 12 HUGTOUH CEOFLHESICESEHET L E L,

BT OEEHIT, JRNATEOEN 3R A RS D B 3 R B X — U TR L C
<TE&EW,

o

w4 b ]




1.

EERA F Ea—T7 +—2FHADOFF| & OBE
— AR RAINIZ —

EERA VE Ea— T4 —LIEROEE

R EIRA O FEARN R EEHR E LT, ERAEERRMAGE CUF, IMIXE) Bd b,
R B CRERl - SEAIRIEE O ERAEFE DY B H R OB e SR 5 oo B FRE #2416 3 D B
IR, WS SCEICRE S B 2 AT D BICEE e B ML E R AN H V| BERAEDE
FEIEWAYE (LT, MR) E~OFEROBIMGERSCERIC LV IEREZMTEL TETND, 2O
LB ER ARV ATT HTOOHEB Y A ME LTERGLA v X Ba—T7 4 —24 (LT,
IF W) A L7,

1988 12 H AJRPBESEAAT 2 (LLF, B3R S 2 /NEE S IF OALERT, TF fldidk=,
IF FUdiEfHZ R E L, £ D% 1998 FIZ HIWNEE AT 3 /NEE S, 2008 4, 2013 4212 H IR 3EE

HIEMEB SN IF Ul EEHOUGRT 217> TE T,

IF FC#ZERH 2008 LARE, TF (X PDF %EDE 7T —&# & LTIRMET 2 2 Al e o7z, Th
WZE D IRMSCEO EBERWGET N6 - -G A ICHWGET ORILT — & A8 L7z TF 2330 h s fik <
D& Eolz, BHROD IF 1L, EELERERBOHENE (LUT, PUDA) OB 3K 5
WEED~X— (http://www. pmda. go. jp/PmdaSearch/iyakuSearch/) I\ TAB I TWA, HI3K
TIE. 2009 4 & 0 FTEHS O IF OFREBRET 28k E LT 14 0 F 8 a—7 4 — LMEta)
ZERiE L, 2 O IF PNIRASCEE M7 2@ES AR & L CGHEYIDER - REtL T\ D

2019 FEDOIRA SCEFLHBEFEO LTI Ao, TF Gl EE 2018 23AFK S, A&fiﬁﬁE%
i DIRFEAERIEHHEINC I T 2 A T A ) (BT D EREH O, EORHIRZ RE L
7=

N P

IF 1% B SCEEOEMAMT L, ERT - AR EOEFRIEFE L > THEEFITNER,
EIK SO WEE OO DI, RO OOEHR, RO T- DO IFHR, 23R 5 o 44
DI=D O, FFHIREBE T T DT DIFREPER S TR AR 72 @R OEIE M E & L
T, BHINFEDFHEHEEEZ R E L, AN O 72 DI Y 54 K 5 o B I 7E IR (s D3
;ﬁﬁﬁvkh%Wﬁbfwé%mﬁﬂj&u%ﬁ%%néo

IF (ZECHT 2 1H A B A3 RE L7 TF R EmEIc YL L, — O BIoh 2 bR & KGR O %
FANOE WA TR SN D, 7272 L, SR OMEEICD 5 b O K OFIHE B & 253 - kT
PR N X HIES T IF O FEE 1T 5R0, SVRZ 5 & BERG ¥ Bt S TF 1T
IR B O A - I - BEREA T2 & & bic, RERHEETHILOE WV IBHER>Z &
ZRMHEE LTW5,

IF OffHIE 77 —F 2 AL L, BEEAETORANIIVEA T,



3.

IFOFRAIZH->T

A EAARD TF 1%, PMDA DM FHIEH S HHAR R O~ — VIl A s E STV 5,
BRI [EIRGA VX B a—7 4 —2ERROF5 & | 12HE- T IF Z1ERkL - #2523, IF
DFRERE 2, EFRBIGICRE L TODERS IF (BRI G RO BRSO i
BHED MR E~DA U H Ea—IC X VFIHEA OPRNEZTRESE, IF OFHMEZ S 5 MEEN
bb, £z, FEREGET SN DM EoFEEZEICET 2 FHIZE L TL, IF B&ETEN D E TOM
I, BUERENRILT A UWETNE 2 SN2 L2 SCES, H 2D WIS O E IR LG R —
ZENZ L0 HEAFIETEE ST D L &b, IF OIS HT- > Tk, HORMSCE%L PMDA
0D [ 3R L [ R S SRR 2R D ~o— U TR A LN B 5,

2B, WAL EMEOMREO S bt STV D TV, 6 BEMRE < IXI. 2588
B, TXI. &) BT 2EAZIIARZZIT TCORUVERNEGEENLZENHD ., FOEDY
NI+ ETRETH D,

. FAICELTOBER

IF Z HEEBIZBOWTRNT Z ENTERVERLERIE LTUEH L QWeEE 2w, IF
X HIRSEOEGE AT T, SIS ORLE IR T UTARBICHE D D R ENER - #2125, [R3KE
T EFEFH O 7= O OFTEEN T D & ONE DT TEM, Fidl - REUTITEZS, ERERSEOM
B AR OV BN E ORI BT DB OISR TSGR AHEE T A R T >, B
Wha—R 47« 7707 4 AHEORKIKE —EREZ T 525700, e ReitsEhy (1 R
T A T, FRAGBESATRIN O FEZEIZ BT A EMIE I oW T, RERBENEREEEE NS
DORDITJECTT) TEIEFELXZRNESNTEY  MREADA ¥ E2—H b OSCHGRA
REWCEY, FIHEBE SN IF ONFEZRESELIRE LD THDH Z LA L TR L
7B, BEREEN OB DN D IERORIFENNRILZ#GR L, TOREBIMEL Rtk E ., EFEISIC
B2 EEAZMERT D Z SIZEEFIMOARE TH Y | IF 2IEHA L CHEES 2 HICMESH 5 b
DIZ L TN & 720,

(2020 4E 4 HekzET)



H
. MZ(CEY41EE
1. BHBORKE . ... 1
2. WSO oo 1
3. B ORBIFRRE oo 1
4. WIEMAICE UM _ERE L L
5. KBS
R OV« 4 B o pREIE ... 1
6. RMPOBEZE ..................... 1
0. &#ICEAYSHIEH
1. IRFEH o 2
2. T RB 2
3. MEERSUIRMER 2
4. AR OSG /.o 2
5. k¥4 (fdiE) XIIARE ......... 2
6. HMHA. B4, BB,
(iR == A 2
M. B ICET 5EE
1. WEY b E 3
2. BRIy OEFESEMNET
WCBTDEEME . . 3
3. ARGy ORI, EEE .. ... 3
V. ®HIIZE§d SIEH
1. A 4
2. BRI . ... 4
3. INFHAFRIR OB OV & . ... ... 4
4. Il 4
5. IBRATZAEEMEDH D
BHERD 5
6. WHIOAKMESEMTIZH T D
LETEME 5
7. FHENE N OVEIRE DZENE L 6
8. Al & DELAEEAL
(B LR ) 6
9. M. 6
10, Fem -3 oo 6
1. BligtRft S o&ME ... .. 7
12 FOML ..o 7
V. JAEICEY HIEHR
1. RESUIBNE .o 8
2. PReXIINFICEET HER ... ... 8
3. EROMHE. ... 8
4. FEROHEICEEST2EE ... .. 8
5. BEIREGRE . ... 8

b/

VI. EhEEHE(ZEH I HIER

1. EHZENICEED LG

I EWRE 10
2. HRFRVER L 10

VI. EWEIREICRET HIEE

1. MAEECHR ..., 14
2. FWPRFEFRI /ST A—H o 14
3. BEMN (Rral—ay) @ .. 14
A WU oo 14
S AT 15
6. 3. 15
7R 15
8. M7 U AKR—H—|ZBT 5

BEER 15
9. BIIFICLAREE ... 15
10. MEOEREATLHEE ... 15
1. ZOft oo 15

VI ®2t (ERLOEESE) (TBT S

IHH
1. BENFLEZOA ... 16
2. BMENAEFORE 16
3. FEE XTI FEICEE T S

EEEFOHME ... 16
4. AEEROCHEICEEST S

EEEZOHME ... 16
5. HEREAWEEELZOMHE ..., 16
6. FFEODHREATLHEEICEATS

= A 16
7. MEER 17
8. BWEM ... 17
9. ERRMAERFRICKITIRE ... ... 17
10, MWEHRS ... 17
1. @HEOEE ... 17
12 TOMOER ... 17



IX. JEERPREAERICREI HIEE

1. SRPEERBR ... 18
2. mMERBR . 18
X. EEMEIEICEYT HIEH
1. BHIRSy o 19
2. BRR .. 19
3. R COTE .o 19
4. BV EOEE ..o 19
5. BEBITEM ... 19
6. [A—moy - R 19
7. EBEHEAEAHE 19
8

- BRUERTKERAFEA B &Y

KGR, FAREEENAE A H
IRFEBRAGTEH H .. oo 19

- RIRESUTENAREM, HIELROHEAEE

BINEDOEH AL OFONE ... .. 19

10. FRAM R, FiHmRERARFEH H K

REDE oo 20
11, FEEAMIRT . 20
12, BSEHIEGIRICBET 2 H ... .. 20
13, BHfEa—F ... 20
14, RBAGHT EoERE .o 20
X 1. X@k
1. BIFSCHER ..o 21
2. TOMDSZETH ..o 21
XI. &F&H
1. FE2RAMNETORTIRD ...l 22
2. WEIMZ I DREIR SR .. ... ... 22
XII. (&%
1. FRAD - ISR ICER L C R &
T blcoTOSEFE®R ....... 23

2. ZTOMOBEEER .. 23



I. BEICEY SIER

1.

2.

R DER

D BERFIEE

- R OBRAIZFRRTE

. WEIEFEAICEL TE%

TAREHEE

. AREHRURE - ERAL

DHIREIE

. RMPOEE

e 7 ve ) b U o ATAR R OMBREIC X AR
ZARHET D LI, AKROREHER 2R,

AFNL, BRe T v g N U LB & DA R
BEEVSEH SRR TH D, Tl N A SIRK 0.1%
Nitten] MO 7 vm S R U AR 0.3% =y 7] @
IR FE4 THILR R OBR GIEZ 3 E L, AR ()%
HORRER) . IEEBR ATV BBIEERES & UCHIFEIE 2021 4F 8 A,
%13 2018 4 8 HIZAR A S LT,

(1) A%tk

=V VUEERE, AT 4 —T R s Vg Y UIERE, IR
EREEMERE (R T A 7 A ) BEORNRMERER, MOME ., SKHIM:
IME. X7 b L REERSEC LD AMAMER BRI K D ARG
FREEICR LT, AOMRRO LTV D,

Zetk

BIWE & LT, IRoZ D FERE, IRAI. IRAE. T, IR
B, RIS, FEIESE. OV AMEZRE M Rk & o f4 i

IR S ST,

(2)

L

EEE@%:F%%\#%%H\ " 5L, B

Tl AHEE T A KT A 5%

RMP pii3 -
BMDY 27 g/METEENE L i B

TR &I TV D EM

I EHHEET A KT A pil3 —

BP0 1 oD B 5 I il -

(1) RBEH

LR
ol - A EOHIREE
L7

(2)

R4 L7




I. ZFFICREY SRR

2. —k%&

3. BEAXIETMER

5. {t#% (@fE) XIFEXE

6. BR%. Ma. BS.

EEES

(1) 4
Oe7ria @ b U v ARIRIK0.1% [Nitten)
@QeTnwe T Y U LRIRK0.3% =7 ]
(2) 4
Sodium Hyaluronate Ophthalmic Solution
(3) B¥DHE
KRz

(1) & (G4iE)

e T e U R oA (JAN)
(2) *& (&%)

Purified Sodium Hyaluronate (JAN)
(3) ATL

ABA

IS

%%K : (C14H20NN8011) n
S 50 T ~149 7

EER e L

b7 va g R Y oA s SH, HA




M. AR <BEY HEE

1. YEFHTEE

2. BB SDOEEEHTIC
BITHREM

3. BRI DHEEHERE.

E=ik

(1)

(2)

SHERL - fEIR
FAOBE, KOUTHHERON TS 5,
R

B HASER )7 DFRB

K RRETIT< W

=& ) —1(99.5) EEAETEIT 720

(3)

(4)

(5)

(6)

(7)

R

WP T B,

BA (SERR). B, RER
KRR L

Bt AR T
AR L

SRR

KPR L

ZOMOE R
AR L

AR L

(1)

(2)

MR ERIE
Alm DERe 7 e @ oL 285
EE

HE ERe7 ve @b Y oA 2k




V. ®HEIZEHY HEE

1. #If

2. HEIOHEK

3. RMTERROHMAKRUVERE

4. Hif

(1) FIFOXHR
AR AR A
(2) HHNONE R UMK
YRR, REFAMED & D IEE KM S ARA
(3) #AMa—F
YL
(4) HEOYE
Qe 7ira @i Y o7 ERK0.1% Nitten)
pH :6.8~7.8
=B E 0 0.9~1.1
F¥EEE 1 3.0~4.0 mn/s
QeTrnm T ) U ARIRKO0.3% =7 ]
pH :6.8~7.8
BIE 0 0.9~1. 1
¥EEE 0 17~30 mm?/s
(5) ZDith
ERAITH D,

(1) BES CEMERS) OEERVHMA
OQe7rv ggEF b U7 LEIRIE 0. 1% Nitten)
Ay OEE L ERe 7 o Ui N U AR

Img &H
WA . R UER, RO, Z a7 o Rk,
LRI A

QeTnAu T Y T AEIRIR0.3% =y T )
BRSO EE  InLh Be 7o i@ N A%y

3mg HAH
WA AR, RO, BT U Or S a VIR,
LAR(LA

(2) ERBEZFDRE
Y L

(3) 82
EALRANR

L

LA




5. BAYTSHAREMEDH D
R

MER e L

6. HEIDBRBEHLHTICBITS| Qv 7riapmr YU v LEIRK 0. 1% Nitten)
E EWfR e 2
ARERSAE - bl T AF v 7 LS IR PR,
BofdmdEpie (WA A D). 25°C, 60%RH

31y b, n=3 CikBR %
BAahIRE 125 A% | 245 H% | 36 » Hi%
(%Eg%@ WEEO | WEENO | REBNO | EEENo
KRN0 B 1E0) AREED & DR | AEIED B DR | KHED S Dk | KFED B 59k
6 8?E7 8) 7.3 7.3 7.3 7.3
PER
(({fg\%ﬂi) 1.0 1.0 1.0 1.0
&! Oji};f m/s) 3.8 3.6 3.5~3.6 3.4~3.5
S8 (%) ¥ | 103.7~103.9 | 106.1~106.5 | 105.6~106.0 | 107.9~108.0
KFEREIIKT DEIE
IR ¥
RS %mf?xfxﬂ%m RAEE.
AEEIEERE (A AD ). 40C, T5%RH
SBVF\FSTﬁ%%£M
bR ahIRE 2 h A% 4 5 Atk 6 » A
(%%g%@ mEEyo | WEERO | SeEmo | S
KRN0 B 1) AEED & DR | AETED B DL | KHED S Dk | KFED B 59k
pH
(6.8~7.8) 7.3 7.3~7.4 7.3 7.3
PER
(??NEIH;) 1.0 1.0 1.0 1.0
HhEE
(30~40mnz/s) 3.8 3.5 3.3 3.2
S8 (%) * | 103.7~103.9 105. 4 105.5 106. 0~106. 1

%%mg_ﬁ?é%%




CABER NRBRORTE NS

- feElE DEEEEE
(MELFEHEIL)

g

10. && - A%

@QeT7u et Y T ASIRK0.3% =T ]

st v

FRBRSEAE < bl 7T A F v 7 BLEIR

)/—’—\‘IZIEI

IR W%(ﬁ,lm\mc\%%m
3wy b, n=3 Tl % i
BH 4G 1% A% 3 A% 6 » H#%
(ézg%@ WEEO | WEERO | meEo | e
KRN0 B 1) HHREDH D | WFHED D HHE | KHREO S DK | KFRED & i
pH
(6. 8~7.8) 7.4 7.5 7.4 7.3
R
© 9~1.1) 1.0 1.0 1.0 1.0
R
(17ﬂu30 /) 27~29 24~25 21~23 19~21
G (%) * | 99.6~99.9 | 100.2~101.1 | 98.7~99.7 | 101.3~102.4
%%mglﬁﬁéﬂé
M L
R L
G RBRANA
(1) FESPDELGES - BF. SENRHRLEESR - 8%
B9 51EHR
A=A/
(2) a%
Oe7nre @ b o AmIRIZ0. 1% Nitten)
T ATy 7 HIRE R dmL X 10 A, 5mL X 50 A%

@Qe vt b U LASIRK0.3% =vT )

7T AF
(3) FlrE=
BN

v 7 IR

vy

5mL X 10 A%




(4) BHROME
QeT7nrv g) b U7 LRI 0. 1% Nitten)

bas e Frov7

TITATF v IR Ry 7avrry | RizFLry | Ryl

@e TS Y A AEIRIE0.3% =y T )

58 g e

TITAF v I RKEE Ry 7avrry | Riz=FLry | Ry

1. AR SnEEME e SN
12. Z0fih % L7




V. BRICEY SIEB

. PIEEXRIFFER

. DEERITHRICEET B

=
=)
1L

. RERUAE

. BERUVHAEICEEY S

x
[=]
LT

. ERPRRUAE

T RO BT E D ARSI | 7
Ov = — TV SEGRE, AT 4 —T A« Va2 ERE. IRER

HLBIEGRE (RT A7 A1) FEONRMERR

Ot A, SM5. 228 7 kLo RIS K 2 AN FIMER

FRIE SFL TR
(1) AERUVEEDMEDR

(2)

LIE 1.1 B 5~6 [ELRAR L, SERIC X 0 B EIERET 5,

7R, WEIL 0. 1% AN 285 U, EIER B CHIRAR 100
AL, 0. 3% /KN E B HT 5,
RERUVHAENOHRTERE - B

LB L

BRE STV

(1)

(2)

(3)

(4)

BEERT— R /Ny or—
YL
BRPREEIREAER
MEE e L
RAERIGIRRAR
MR L
FRELAOEAER

1) ARG BR

(EPN IAREERD) ©

R A7 A SO ARG EEREERE 116 flaxdRic, AL
Witk z < &b T HMAIRE, 0. 1% 7 v i) R Y oL
RIRE X7 2 F 4 2 iRz 1 B 5 [\, mRIZ 4 EFE AR
LGSR, 0.1% e 7 va gt b w7 A S IRIREE D S E R T
71. 4% (40/56 f5il) TH 0 | 7V X F-A > sHRIEEED 31. 5% (17/54
fil) LU, AEREENED b,

BIERIZ 0. 1% e 7 v T R U o 2 siRIERED 55 il 1 4
(1.8%) 2B BIL, LAD 1FIORTH-T,




(ENFEMAHER] ©

RIATA4 (=T VIR Z &) IS REEL ED
A s b R PR R 104451208 R 22 X212, AN TRk 4 21 1 H 6
BLSARTE. 0.1% e 7 v g b Y o AR (BRAFAIZR L.
T A4 AR T VEA) R OEAZENEIRIC1IB6E], 46
RS L7658, 0. 1% e 7 aa v figd B U o A SIRGEE Ok
F(351.6% (7/91IR) TH Y, EAIEED41.8% (38/91fR) &
R L, A ERBGENGRD b7,
BERIX2HNCIRD AL, FERREREIE R YT LL X — PRSI 3 4%
B TH -7z,

2) R

M ERR L

(5) BE - REANHER

(EPN ARG

HEEME ST EIE DA RSN - R e B 3551 2 X512, 0.3% T
oa UfEF MY U ARIRKE ((RERIZR L, 74 AR—H7 18
A Z1AelEl, 4R L72ER, teEERILT6. 7% (23/3041)

ThoT,
BIVERIZ 35 Bl 1 1] (2.9%) 128 HiL, b 1 FIDIHRT
HoT.

(6) AEMER
DEABERE (—RERARERE, SEEAERE FR/K
EHEERE), HERFTET —IRN—XAE. BERFTEREERS
BOAR
BAE R L
) ARBEHEE LTERFENDABRRIEER LI-HFHE - HBROBE
B9
(7) it
A RO



VI. EMEEICEHTSER

1. ZFBEZMICEHEHLHELEY
XTI EMEE

2. EIEER

TNEFFH ary FadFURBTAT AT BT UL
R BEDH DB OEE « DIRF TR ORMCEEZ ST
52 &,

(1) 1EFREML - VERBRF
VEFRERAL « RRAHAR
TERF - e 7 va VBT N U AXT 4 T ax s F U LS
L. TOERAZI LT ERMIEORSE, (hEZ (it
THLEEZLNDYY , Fio, O TRICEE DK
ST EAREFT 5D 2 LI K o TEN AR 2 w9710,
(2) EZEEMTHHERBIE
(AR S IR IR Y
SAEHEIZ AR5 B R T O SLIE R S TR U 7 o 0 S A s Rz I
ETFCK L, 0.1~0.5%t 7/t R o az SR L
& & FIEE 24 Rt & 0 FERRIREE & Heik LA B A AlE mfE o
WD BT,
(AN E R fh A )
TR ABN ORERIZBWT, e 7 ARV U U A
o R (58I O A) L g U TR B A B B ECHIRLE O
BAEEL (in vitro)
(RKTER) 1
0.1%~1.0% 7 /va gt N 7 APARR 2 ZERPARICH T L
7ol & KR L DERKEROBD TR ERFINNH &
iz (in vitro) .
(EM 7R IR MR
1) ZRIEBRA I LR EGET VST 22058
FROMAPEP RERIZ n-Heptanol Z R S 7-HERF % 14
Mzl S, A EBETET NV EER Lic, LT A V2 —
LTeTaEF Y T A SIRER 0. 1% Nitten] XiZbe 7
a g R T AEIRE0.3% =y ) (BLF. AHI).
b7 LA VEIRIK 0. 1% T e T LA 2 S = HRIR 0. 3% K O
SR (RANOEA]) O RIRK ONEERRE 21TV AEE AL
FEZHE LT,
(A =a—))

0 6 12 24 36 48  (hr #)
C @] @] @ @)

| | | | | | [omw
T T ‘[ T t+ IR




Oe7rmfgr b U oA SIRK0.1% INitten]
ANGER 24 R I 1T D1RHE (P R AEHERRZE) 1IAHA)
FEGREDY 69. 4% +1. T4%., b7 LA mlRiK 0. 1% B 58EN
67.311.40%, AEPRAIEWEEGRENS 55. 81, 45%, A G
BEDS 53.221.50% Th o 7=, 1BHRDOXELD L) D7D 90%
fEHEX L, —0. 00424~0. 03024 TdH V., ZHiE 1og(0.8) ~
log (1. 25) (=-0. 09691~0. 09691) DFIPANIZIH 5 Z &b, A
Fle e T LA v SRIE 0. 1%ITEMZIICFSE TH D &Il
STz, WAL & b KR T & D A BRI IR R 5 OEA
R LA ERIBEIREFERSRO b, £z, KHIE
EREE O T LA 2 mIRIE 0. 1% 5RO RICA B 72 21358
D HNR Do TRED

BIGHEFE (mm?) =R
BIGERIRE 24 W5REIPR (%)

AF 33.94+0.78 10.4+0.64 69.4+1.74 ;;
EI:EE’:%/JI// 33.6+0.52 11.0+0.46 67.3%1.40
A PRI 32.8+0.87 14.5+0.22 55.8+1.45

HEF 32.3%0.97 15.1+0.44 53.2%1.50
Dunnett MOZ LR TE (Mean=*S.E. : n=6)

ok 1 p<0. 01 ; AR
#t - p<0.01 ; %FHFA

Qe @y b v AEIRK0.3% =y 7] W
ANGER 24 FEIZH T D1aHHE (RS EMERE) 13, K
B GRED 69.5+11.95%., b7 LA >3 =l 0. 3% 5
HEDS 70,222, T1%, AEBRESEHB GEEDY 60. 222, 58%., FLAl
FEGRED 56. T+1.67% CTH o7, BRI DEHE D7
D 90%EHEX M 1%, -0.01525~0.02285 TH Y. ZNiE
log (0. 8) ~log(1.25) (=-0.09691~0.09691) DOHFPFHNTH 5
ZEMBARAE T LA I = ARRIE 0. 3%IXAEM TR A
EThHD LRSIz, WAL &t RRAITH 2 A AR
TR G- FE M ORI B 58 & L~ B R IR e EER 23580 6
iz, iz, ABEGEL O T LA > 2 = 5HRIK 0. 3%F¢5-
BHEOMICABRZITRO LR 7282

BIGHEFE (mm?) =R
BIGERIRE 24 W5REIPR (%)

AF 32.94+0.84 10.1£0.85 69.5+1.95 #*#
E/%E:go"/;/f 33.140.65 9.940.94 70.2+2.71 .
A PRI 30.7+0.66 12.3%£1.01 60.2+2.58

HEF 31.1%0.48 13.5+0.49 56.7*1.67
Dunnett MOZ LR TE (Mean=S.E. : n=6)

* 1 p<<0.05 ; MAEFEWHEIT
#it : p<0.01 ; *FEEFH




DFRRTA T AETFIMIKT HENE
FRIT 26% B VNS REEF L CRGRA T L, Bligiss
HAWTHiiRZ 3 W@l Blats . LR, miiRekz
T U7, IRERIZYL R 100w L 20 F LT L, AFak
ORI TG EIR 2 Va2 . AEZ LI L <, fafnfilg
MU DL/ T NARIKE (3:7) 3nl \Z—BHZIE Lz, Bl
H L7 2w Dy iite . BT OWOGEE (660nm) ZIE L., fE
LB EREZANT, FAROGERZF N L, BEEO
HEZEREIZOW T Dunnett DL EEIHE &2 W Tt
U7z AR, 0. 1% 8 Clakii 4 sRi bR e % . BAle 1 iy
M R O 2 BEfEIfE R 3 (8], 0. 3% 31 K58 I BH g B4 & OVE
g 1 K% OFt 2 [BICEHE L7,

OQe7ra s fgEr s U A SIRKO0.1% INitten]
R CEYTEMRRZE) 13, AFIBGHE231. 600,051 g,
b7 LA 2 ARIRO. 1% 58231, 6220, 09 u g, APREEIR
BEREN2.48+0. 10 n g, FEANIFRGREN2.48+0. 18 ugThH o
Too ARAILENE T LA 2 RHRHRO. 1% 1%, AP R IR M OEFA
W2 U TR ERIGIER D b7,
F7o. APAER L EFEROM. KHIE e T LA 2SR
0. 1% DEICITAERZITRO e h > 7 Dunnett D % &
e E) .
AR LT LA R 0. 1% D EFEEDED LD ZED
90 % EHE X %, —0.07183~0.07703 T&H 1V . log(0.8) ~
log (1. 25) (=-0. 09691~0. 09691) DEFIFANIZH D Z & D, A
Fle e T LAV RIRIE 0. 1%ITEMZFIICFSE TH D &I
éﬂﬁ:& 1) .

FEE (ng)

ARF 1.60%0.05
BT LA AR 1% 1624009
AP RHRIR 2.48+0.10
LA 2.48+0. 18
Dunnett D% E LR E (Mean=S.E. : n=6)

* : p<0.05 ; XAEFEEEIR
#: p<0.05 ; XJEEFH




Qe @y b Y U AEIRK0.3% =y 7] 1®

tBRE (FYIEMERE) (X, AAHRGHED 1.2450. 13 4 g,
7 LA X =R 0. 3% 8B 5EAY 1.1940. 13 g, AEFRE
YR GREN 2. 4970, 11 p g, BAIG58EDY 2.50+0. 08 u g T
Holz 0=7), AFIKOE T LA > 2 =m0 0. 3%I1%, AP
BRI K OBAN S U CTHEBEZRIHIER 235580 bz,
Fo. AMEERE EROR, AFE T LA o =GR
0. 3% DINITHE2RZTBD bR -7 (Dunnett DL HE
e E) .
AHIE T LA > = HIRIE 0. 3% D GOERDE D FHE
DFED 90% EHE X 1%, -0. 02999~0. 07719 TH ¥ | 1log(0. 8)
~Tog(1.25) (==0.09691~0. 09691) DOFIPHNIZIH D Z &b,
AHIE T LA 2 = IR 0. 3% I3 EMFICR%ETH 5
MW S

FE (ng)

AF 1.24%0.13 4
BT LAY I=AIRIR0.3%  1.1940.13
AP 2.49+0. 11
F:F 2.50+0. 08
Dunnett D% LR E (Mean=S.E. : n=7)

* 1 p<<0.05 ; A AR
#:p<0.05 ; % HFA

ED eT7nm g B U v A SIRIKO. 1% Nitten] O4Y
FHOREAPEICEI U CiE, HR3EARO e 7 b e Vg
U 7 2 BRIKO. 1% TS| O FGERFRATERHT L 0 34l
Sz,

HF2) eram g MU U ASIRIK0. 3% =y T ) O
WFRR M B LTl SRR D & 7 v e g
T R U 7 2 HERIRO. 3% (TS O HFERRRAEENT £ 0 &F
fili A7z,

(3) VEFARIREFRE - HiubshE
EMERR L




VI. EYEREICEHT SER

1. MAPREDHTR

2. EYERE

3. BEHAGREaAL—Yay)

AR

4. RN

EVS
aff

HINS A —4

(1) BAELEYGLPRE
MEE e L

ERREEBR CHERE SN -mFRE "
TR A B EDO R ARIZIH B0. 1%, 2 BO0.5% & 7 /Lo Vg
kU T AR & 1RIE, 1HSESEIRL, 3HE X V0.5%8
IRiEZ 18 130" 7H BARIR Uiz, sERBHLGRT, 3HE. 9B H (k
R MOFOBAOMETE 7L o UEREEAZRIE L & X
ETOWHRFITIT 5 2WERE T AERAT & R E R TR
(10 g/mL) LLFTH -T2,

) ARFIDAEGE STV DIRENL0. 1% &% T0.3% THY . H

EREIZIAS~6ELRIR T, FERIC KV EEHERTH 5,

&
MEE e L

BE - ffHEEOEE
MEE e L

(2)

(3)

(4)

(1) BfAE

EER e L
IR U2 328 5 TE 4
ZEEE L
HREEEH
EER e L
2U75 A
R L
DB

RZEEE L
ZDfth

EER e L

(2)

(3)

(4)

(5)

(6)

(1) BfAE

AT L
K5 A=A EBER
KPR L

(2)

YR L

7147




6.

10.

11.

3
=

R

- 31

S URR—E2—IZET S

G

. BFICLDBRER

BEDERERIHEE

ZDith

(1)

(2)

(3)

(4)

(5)

(6)

(1)

(2)

(3)

(4)

1fn ;% — AR BA P9 @ B 1
REERR L

1% — R BERE PT @ d 1
EER e L
Fit~DBITHE
AR L

PR~ DIBATIE

A ER e L

Z DO~ DBITIE
REERR L
MFEOFEER

A ER e L

FEBIERL & O EHR RS

EEE L

R#EICBEET 8% CYPH) DN FiE. HF5E
A ER e L
EBEENRDAEERVEDEE
AHERR L
REYOFEDORERVEMSLL, FHELE
EER e L

EER e L

MMER e L

LB L

LB L

LB L

7157



VI. &4 (ERALDIESF) AT SHIEB

(0]

. BERREEDEH

. BRRB L EDEH

. DEERITHRICEET B
FEEEDER

. BERUVHEICEEY S
FEEEDER

. BEREGERMIELEZD
HH

- BHEDERERI HBAIC
AP o)

BRE STV R

BRE STV

FRIE SFLTULRW

BRE STV

BRE STV R0

(1)

(2)

(3)

(4)

(5)

AHHE - BMEEZEOHLEE
BE STV
BEaeEEEE

BE STV
el E RS

FRE STV
HIEREE AT HE

FRE S ATV

LER

9.5 11

T b SATIENR LT D ATREME D & 2 PRI ITR2 W XUTTEH
DA PENERMEZ RS L HE SN HEIC 0B ET 5
&,

(6)

=ELIR

9.6 1221
R SUTIBNE O R ORI DA R 2 B L 9L
DRGSR Z AT 5 2 &,

(7)

INR

9.7 /hNR
INREEZ G b U T2 BRIRERBR I IEHE L Tuhe

(8)

Sk E
BRE STV

7167




7. HEER

8. ElEA

9. BRRRERRICKRIEY

1. BRLOEE

12. ZDMOEE

2488

Foa

(1) HHEZRREZDER
REIN TV
HREEEFDER

RESIL TV

(2)

1. BlER
WORIWERN S OIS 2 LB BOT, A AT,

&,

B D0 bNI BT R G 2 Pk 5 7 Sy AL E 21T

(1) EXLZEMER & WHAERK
BRIE STV

(2) ZDthoEIER

11.2 Z0HDEI1ERA
1% ~5% A1t 1% A L AR B
RN, HRAE. #5ME | OVE AMEFE AL
iR | IRz 5 sk FEifn, IROBEMR, | KO mEREE
RIGAe, FbMige (57
REIN TN
REIN TV

14, EALOZEE

14.1 EFIRFEHFOEE

BEICKI LU TORICERT DL 2B ET L2 L,

c HRIEIBYLEIE D=0, HIRD & & . REOSMNERER 12
NhEnWESIcEET»sZ L,

- Mo SHRA 2 BT 581X, A7 L 5Ll LRI A
T TOBRIBTHZ L,

fil

F2

(1) ERRERICEDCIER
BRE STV
JEBERRERERICE D < B3R

BRE STV R

(2)




X. JFERREAERICBH9 HIEE

1. RIEHER

2. HMEHER

(1) EHEIBHER

VI SRR SR 255 2 L
(2) REMHFEHER

WL L
(3) ZOMOEBHR

PG L

(1) BEEREEHEHER
M ERR L
(2) RIEBRSEMHHR
MR L
(3) EinEHHER
MR L
(4) DAREMRER
BRI L
(5) HMEFAESMHRAR
HER R L
(6) BRI ER
Oe7rmfgr U oA SIRK0.1% Nitten] 7
X (60) ZHWZHRLGIRRER (1 RFEMEET IR 7E7
AR, 180, 1mL) 2B\, AHSHEKRAERBE L, E T
T R U T LSRRG 0.1% Nitten] MONE T LA o fHIRIK
0. 1% Z e U7= 455, miAliE, ARFITEEE ORHm X5y Tidnd4
bR I SN,
Qe @y b U AEIRK0.3% =y 7] ™
UHX (60) ZRHWZHEESIRGER (1 RRERT LA 7R 7
HfE, 180, ImL) ([Z8BWT, AHAEREZXMBEL, BT 4R
YT R U U LARIRIR0.3% =y T ) ROe 7 LA AR
0. 3% % bl U7 5, miAlE, IR OFEMX 3 Clduvnd i
bR I E SN,
(7) ZDthn4%EM
MR L




X. EHMEHEICEYSER

. RHERS

. AERE

. AFEIKETORTE

. RO EDEE

. BERITEM

. BREERAR

. BERFAREABRY
ARBS. EMBENE
FRAH. REMABEAE

. MEEXITHRBM. A&
RUREBEEEMEFED
FARRUVEZDOAR

o Al
HEhE ST

A5

: 3R

FEIRRAF

BRE STV

BEWMEERLTA R
<FTvoLey  F

L7
RZE L7220

CEVANNY

T OO BT EM « 5

[Al—HRk 5

(RIRFE E L0

E7 LA VSRR 0. 1%, 0.3% (B RHELEE)
e7nfEF R U APF IR0 1% THA](rm—Fh=vT V)
el Y AEIRKO0.3% THA] (B—h=yT )

[l 2h 372l

1980 4= 7 H 22 H

Hongd

=y =04l NRVUN
AR 0. 1% TNitten)

|y =g o e NURVVN

SR 0.3% =T )

&R A

2021 4-8 H 16 H

201848 H 15 H

A&

30300AMX00338000

23000AMX00623000

A FEERAE A A

2023412 A 8 H

201812 H 14 H

Hr7eBRAREE A H

2024 -2 H

2018412 H 14 H

BA=RSANA




10. BEERR. BEEE
ARFABRVZONE

1. BEEHRE

12. BHELEFIRICE Y S1FH

13. &fEa2—F

14, RIRFGHT LDERE

BA=RSYA

BARSYA

M, BRI BT D HIRITE D BTV Uy,

OMFe4 : e 7va Ufigt Y o A5IRIZ 0. 1% [Nitten)

JEA G s s | ERIER S = — R | HOT(O#f) | L& MR
INEEEF S = — N (Y] 72— F) oy VAT LAfa— K
1319720Q3019 1319720Q3248 | 120731601 622073102
@W7e4 : e 7 a BT MY U ARIRIK0.3% =y 7]

JEAE B A e | ERIESR S = — R HOT (9 #7) Lt 7 MR
I RIS 2 — R Y] =2—F) T VAT Afa—R
1319720Y2012 1319720Y2144 126610801 622661001

AN IIRRTZIE EOBFEILL TH D,

,20,




X 1. Xk

1. BIRAXHEL

2. Z0DSE

D) B \SE A AR i, 2021 (8)113E)E)

2) m—br=v T 77—~ NER (e tRER T )

3) m— b=y T 7y —v RS HNERE (e T

4) vm— b=y T 77—~ RASH HNER (e BRI

5) ALErEME M BARIREHLEL. 1993 ; 44 : 487-497

6) HFEAN il H7=S LWIREL 1993 510 : 611-616

7) ALEEE M H72 5 LOEREL. 1993 5 10 : 603-610

8) Nakamura M, et al. : J. Cellular Physiol. 1994 ; 159 : 415-422
9) Nakamura M, et al. : Current Eye Res. 1994 ; 13 : 385-388

10) Nakamura M, et al. : Cornea. 1993 ; 12 : 433-436

1) PASRERL Ml 0 AARIRFHRCEL. 1995 ;5 46 : 1256-1260

12) Nakamura M, et al. : Current Eye Res. 1992 ; 11 : 981-986
13) m—h=yT7 77—~ R RS 1 -1)
14) v— =y 7 77 —<iRSth #ENER HE7mmEE 1 -2)
15) m— =y 7 77 —<iRASt HNER RSB T -1)
16) m— h=v 7 77—t R R S5 T -2)
17) m— h=y 7 77—t #PERE (RS 1)
18) m—h=vy 7 77—t HNER (RHRERS RS )

AASER HESRSG IR (JPDD) 2021 (L1E5)




XI. FE&H

1. ELSETORTIKR Y L

2. BOMCEITDEBARIIRIFHR | %S LA

,22,




XI. &5

- ERE - IREIRICERL T
FRERHIBT 1T 51
H->THDSEER

. FOOEEER

(1) #H@
BN

(2) MR- BEAURURERSF1—J0REBH
AR

LR L

,23,

N00430




	表紙
	医薬品インタビューフォーム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

