2018 4F 12 HEkET (55 8 i)

H AR P i 53 R

871319

EERAPIE1—TH—L

BARBREXEED IF L EHE 2013 [CEBLUTHER

AJDX2 Y =1R% 0.3%

Ofloxin” Ophthalmic Solution 0.3%

LR E RERF

FooxHi U [RR

ARHRA

ALTG R AR A (TS — AT DT Z I I 52L)

ImL & B 4790 3mg & A

4 A7t (JAN)
PE 4 :Ofloxacin (JAN)

ByE e KR A A A
HEAh YR - FE 2 A A

TSR T A GRAE A H:2001 45 3 H 14 H
HAMFEUENEAE A H:2001 45 7 H 6 H
% 58 £ H H:20014 7 H30H

PH J& - B3E A oe (i A) -
G/ T V= i

B R 52 oo R RN AL
g ARAT 4 7Rt

[ B i oAH 5 o g

M w A& » ¥ & 0

A EAT o7 Ett BT 0RE D
TEL:03-3523-0345 FAX:03-3523-0346
E R BRE TR —Lri—

http://www.nittomedic.co.jp/index.html

A IF 132016 4 3 A WETOUT LEOFLHEHICIESZUET L,
BOTT OUAT SCERG R, BRI E R R SR — 22— http://www.pmda.go.jp/ (2 CZHERR FEU,




IFARADOF3IZOHME
— BARRERIATS —

1. BERA VA1 — 74— LEBROBRE

B8 = 3R 5 D FEAR R 70 BLROE i & L CEERR I ESR AT S0 (LT, IR LI8) 238 5.
R B CEERD « AR O ERIEFE DS B EB LB R BEIE S OmE B G ®R A2 TEHT 5 BRI
X, IASCEICRRE SN R A AT 2 BRI ERDP LB R GE AR H 5,

ESRELY TlE, SRLEHRM IOV TR SE O BE R I S F I HHROBIFEROBE R 2 LT
WAMTEL THRAL L TE TV D, ZOBRICKLERERZEENICAFTL00FHRY A & LTA
VEE a—T F— ADNFE LT,

IR 63 4FIZ A AYRPEEEAIRT = (LR, BWEELIET) FNE 2/hEEa) TEHELA X B a—
T4—2] (LLF, I FEMT) OMEMTEONC T FR#ikkE28E Lz, T0%, ERIEHEEN
I N B T EE S E R = — A OB b Z =T, Tk 10 4 9 HIZ BIRERENS 3/ hERRITE
WTC T F Rt B O%ET M ThivTz,

BT 10 AR L, EREMLEROAID FThHRERFE, HWFTh L EEBLIGOIEHFIE, B
& o THF - ERERIIRE AL L2 Z L &2 T, Ak 20 4F 9 AIC BIWIEEIREREZERIC
FBUWNTHZ72 1 F RC#iEE 2008 235K E S 47z,

I FROHCEA 2008 Tid, 1 F 28EOM & LTRILT 25X b, PDFHEOERMNT —~
ELTRMETDIZL (e —1F) AL eoTz, ZOXREICHDOET, HMANIEIZBWT hHE -
o), MEE - e - BEREARWEREDOLRGET] REDIBGETNH T HEIT, SKETORILT —
BB UT-HiRD e — 1 FRRIEESN D Z & &t

RARD e — 1 Fid, () EEGERBEHERSEEO R — 25— (http://www. pmda. go. jp/)
MH—FELTAFHREL 2o TV D, AAIREEIEAIAIS TIE, e — I F 2887 2 3 ERESR
BHER — L=V N A A P THDH Z EIEE L T, EMEENEICH DT Te — [ FOFE#HE
R DAk AR E L CL fll 2 0 IF NIRASCEZ 5T D EEAE®R E L CENEE - T
LT e LT,

2008 FE L VA B DA o F o —T 4 — ARGt Z Bl L7o T L CE - HEAZ R L,
AT L > TH, E - FAEIFIZL > TH, IROBWERIE T LaBRT, £ THMK,
IF LR DO —FBET 24TV IF GLalEHE 2013 & L TART HENE o7,

2. 1F&EX

I Fi3 T SCEF O AME L, BAIMSEOERRIEES 1C L > THEEBICLE R, EELO
o EE BT DL, WITRGET DT OIFHR, FAIO 720 O, [E Kbk O IR O 7250 Off
R R BHE T T DI O DIFHE PR ST BRI 2R OEE G fFHE & LT, BRI LR
FAARE L. HHINE 0072 8D (22 341 S 5 D BURA3E ( TAERR M QMR b 2 K L TV D54 R &AL
BTN,

7ZIZ U, Rk - RURSEREEICBD 5 b o, SR ORAS ) 2 ST 5 b O R OSEAIT
H O 25 - Il - $RET NS FEFE T FORRBFHE TR 620, S0 & BEEZEND
et S 7o T Fid, SEAIRTA 5235 - Il - BREIST 5 L & bio, BERMTETH2b0L 0D
A RO Z L &EHEE LTV D,

[1 Fo#K]

OHIEITA AR, MEXE L, JFAIE LTINS v FUEOTIE (KFIIERL) THRd L., —&@hvy
LB, L, IRMNSCETHRYE c BREERAWEEAICE, BEFEATIIINICKEY b LT 5D,

@1 FRldlBEHEICESXER L, FHAAIZT Y v 7K CTRREiT 5,

@FMOFLHITH — L. EHUHT THREIERD [T FRAAOFSI & OME | 02X a2iL#HT 50




DODEL, 2HIZCEED D,

[ 1 FOER]

D1 FI3JsHl & L TRA oL G (WAL HESHL. SARAD ITEREND,

@1 FICFE#HET 25 E KOS NX AN R E L 1 Fild B 5,

O CEONEREZMTET DL DI FOEFITH > THERFRN/ TR IS,

ORI IEOMEEIZET 2 b 0, JEKEEORFIES ) & W T 5 b O K OFEART 2 13 U D ERENE
FHE DT - HIlT - SRR E IOV TTERE S e,

® TEHESA 2 Ea—7+— L5080 EHE 2013) (MR, T FRod#eE 2013) &087) 1I2 L0 1Ek
SN 1 Fid, BT8R CORMAERARL L, MBS U CRARMNE TE4E (PDF) 2 SHI
LCHERAT D, ¥ TORKTMAE TR,

[ FOD3AT]

@ 11 FRCHZEaE 2013 (3, Ak 25 4F 10 H DURRICKGRR S T E RS B & 72 5,

@ EFRELSDOER IOV TIE, [T FRR#ZEeH 2013) (2 K DB - 20T H Sh o b o TR,

O EOEEOUET, HHFAR R SUIFRHMmRER (BRI 23A% S 7Rl NS @EISAE D
PERFDRRS I, SBHlT NERNBEDPRE LS LD TLHEIITT FASGET SN 5,

3. IFOARAIZHE=-T

(1 FRO#EEE 2013 IZBW I, PDF 7 7 A M X DB FIMACORMEEZEARALE LTS, 1
WAF AT 2 HAANL, BFEALSEHIRI L CRHAT S Z ERAITH 5,

BAEAARD T FIZOWTIE, EIRMLEREIREHEE OB — A= VI il E S T
A
RUR T TR A VX Ea—T7 4 —AEROF51 & | 120> TERK - #2532 28, T F O
ZEE 2 ERBUIGICAE LT D IEHRSS 1 FAERRRHICEEHE LW EREIZHOW TITREREDOMR
DA A Ea—|Z LY EAIREA OPANFEZRESE, [ FORRAMEZRDLILERD D,
F7o, FERFSGT SN A EOFEZFICHET2FHHICBEAL T, 1 FASRGTI SN D ETOMIL. M
[ SR 5 D USRS E DR 2 IR USRI D E CES, H 2 WIHE R E RS R E P — e A
BT L 0BRSS E ST S L L b, [ FOMRICHT- - T, B O U4 E I3 ERE
Rl s AR TR — W ~— U CRERT B,

B, WIEM AL EMEORMEO SN bRE STV D THEREE < [E2R5ETORTERM 12
B 2T HSIIARFHEICEDL Z ERH Y, TORIRWICITHOEETRETH D,

4. FRAICERLTOEBEER

I FZ3EAIREO HEEBICBO TR T ZENTERWEERGERIEE LTHEH L THEE 2,
UL, HEECERAERL Yot —r g ra— FECL DB L0 SRS SN RS &
L CRETEXAHEICIIE T LRARH S, [ FIXAWRKEOTHEHIEEZ 21T T, YizE KA oA
EDPMERR - RIET DD TH L Z Lnh, il - RBUITHNZZIT S22 B2 L2375 L Tk
AN SR AN A SRR
FBEEREIT, [FROH ETHORMLELMTET DHEREM THY . 4 X —F > N TOARRSE
B E x| FKHEE EORERBTICHEM LWL O FE LIER ST\ Z & A8 L CHERATE R
LN D, (2013 45 4 AekRT)




I. H%[:Eﬁ—d—élﬁg .............................. 1
1. Bﬁ%@ﬁﬁé .............................................. 1
2. @%@;‘ﬁﬁ?m%ﬁuimgﬁﬂg ..................... 1

I. %*’N Eg—d—élﬁg .............................. 2
1. Eﬁj’-—ﬁ% .................................................... 2
2. _ﬂx% .................................................... 2
3. *ﬁL—tx[i—T—\:l'i—t ..................................... 2
4. /\%—t&u \¥E ...................................... 2
5. BB (FRE) - 2
6. IBALZ. BE BE TEED 2
7. CAS%?%E% .......................................... 2

Im. ;ﬁ;:j]mzﬁj\[:ﬁgj—élﬁa ........................ 3
T ERAEEREHER oo 3
2. EHMSOEEEMTICBITIREM - ooe 3
3. EMHD OBRIBEBE oo 3
4. BHRDDERZR oo 3

V. izﬁ“l FﬁTéIEE .............................. 4
1. ﬁ“ﬁ/ """""""""""""""""""""""""""" 4
2. BIRIDARRL -ooeereeseeees e 4
3. FEEMLTEAT SRADREBE oo 4
4. WBHE AFIOSRIETHT DI oo 4
5. WHIDRBEMFISBITDIREM oo 4
6. BRBOREM o 4
7. HHIEOERE T WERILEMEL) o 5
8. FHE oo 5
. EEMMEMIBERIE oo 5
10. AR OHMRS ORRHGBE oo 5
M. HEFOBEMEDDEEE oo 5
12, JUE ovreeree e 5
13. BAT DTBMEDB BTG - oovveveeeeeoe 5
14, EBABBURE SNRHEHEBHIET S

B ++vveeeeeees s 6
15, JUFIE --orovveemmseremmnenm e 6
16, B eeeeeeresssr 6

V. }ﬁﬁl:ﬁﬁj—élﬁﬁ .............................. 7
T BRBERIEENR e 7
2. FRRURRE: e 7
3. BRBRBHE -roovooeeesssseenen 7

VI. ;’%;ﬁ;ﬁﬁl:@#‘élﬁﬁ ........................ 9
1. EESHOCEEHILAMRIIEEWE 9
2. ;i;gﬂ;ﬁﬁ ................................................. 9

VI %%@] [ Egj—élﬁg ...................... 10
1. IEELEP,EF'OD?’E@ /E'IElf ............................ 10
D BRI ST A— A e 10
3. wuy ..................................................... 10
4. ﬁ\ﬁ ..................................................... 10
5. 1&;;;] ...................................................... 1
6. *;F;ﬂ- ...................................................... 11
7. Fﬁyz;ﬁ’_g_[:@j-énﬁ%*& ....................... 11
8. BHTEIZEBRRIETE cvvvrrrrrrrmrmmmmmmmmmiiiiiiins 12

VII. zté'li(ﬁFHJ:O),I F)ICBYHEE - 13

1. W§t%®IEEE .................................. 13

2 i—*."—f%lﬂ@t%d)ﬁﬁa(ﬁﬂﬂmh’éat ---------- 13
3. DEERIHBICEIET HEMLOTELEDE
EE ......................................................... 13

4 FARUARICEEY SEAELOIELZIOE
EE ......................................................... 13

5. TEE?Q%W@&%O)IEEE ............................ 13
6. BELEAHIELTOEERVLESE 13
7. *ﬁﬁﬂgﬁﬁ ................................................ 13
8. BIMER e 13
9. '_]En%-/\a)$xl_:’—_ ....................................... 14
10. 4ER. FEWR. BELBFADRE oo 14
1. INBEADIEE o 14
12. Eﬁﬁﬁﬁﬁ%[:&[i?’%?% ........................ 14
13. :@E?ﬁ’—i ................................................ 14
14. J@Fﬁi@,I%: .......................................... 14
15. %@1&@,I-%= .......................................... 14
16. %@1& ................................................... 14
IX. SEERPREMERICRIT BIER oo 15
1. ﬁ}ggigﬁ ................................................ 15
2. EEMEERER oo 15
X. EEHEIEICEHTAIER e 16
LT 16
2. FMMARAISGERHIR oo 16
3. PR RIEGHE o 16
4. FEFIERIRLN EOGER -wovveeeeeeeeeneeneess 16
5. FREBEME oo 16
B. ELEE e 16
7. BBOBEL oo 16
8. E—RF-RFIZE oo 16

9. EBEEAEF AR oo 17
10. BUAMRFTHBEA BRUKBES e 17
(U3 E-2 2 = T 17
12. $HEERIZHREM. AERVAELEFEBMED
FERBRUZDRE oo 17

13. BEEHE. BREHEARFEABRVUZON
B e 17

14 FEEHI oo 17
15, BEMMIHIRERS BT ER 17
16, BRI —R oo 17
17, R L DR oo 17
XI Xﬁk ............................................. 18
1o BIRISCRR oo 18
2. EDHDBEIHR oovveereeeeseeee 18
XII. %&%—ﬁ*_l_ ....................................... 19
1. ELSETORIRIoveeeeereeereeeeeeoe 19
2. HIMBITBERERE B oo 19
XII. 1#% ............................................ 20
1. %@1&@@;@:&*4 .................................... 20



I. BiEICE95EE

I. BIE(CBid HIEH

1. BIROER
F7aFx Y (OFLX) T, BZICAF VU BREA A T 5L/ e T 5 =R MED=a—F /n
FRPEHE THD, INNPLFEAST ML BN HUETE A 7R T3 A Th AT LD HILTND,
AKENIA 7oz By e, BREKNE L CTRLEIRTERFE 25T 2001 4F 7 A IZIRFEIC
Eol,

2. HROBRERPN-DFFHEE
()77 LR E DR E &2 & 107 7 ARBEEICNA N2 —< 7 I30T (V7307 - hTa<T 4
A) ECHRILIAEANT DT LE2HT D,

(2) IR E IR o AL IR IE A R TH D,
B)ERBREWEHELT, vavy, 7T 747% 0 —2 I T ZENHLERERHD,



I.##ICB95EE

I. A#ICE§95IEH

1. BR%E4
(1) #MA
F7ux SR 0.3%
(2) *4
Ofloxin Ophthalmic Solution 0.3%
(3) AMHDHE
BN D— AT LD

2. —fg#A
(1) 4% (&%)
F7aXxH v (JAN)
(2) #*%&(WAE)
Ofloxacin (JAN, INN, USAN)
(3) RTLA
TV AW EAR R PLF A« -oxacin(-floxacin)

3. BEARITRHEX

H,C
3 1‘““M GN__H
K/N N

F CO,H

© K OGEREVEE

4. DFKXRUVHFE
53 F 2 CigHa0FN304
1 E:361.37

5. 2% (@W%E)
(3RS)-9-Fluoro-3-methyl-10-(4-methylpiperazin-1-yl)-7-o0x0-2,3-dihydro-7Hpyrido[ 1,2,3-de][ 1,4]
benzoxazine-6-carboxylic acid(IUPAC)

6. BEAA.NE.BE.CEES
i+ . OFLX

7. CAS &&=
82419-36-1



. HASICEY HER

II. A5 1B 51ER

1. PELEENEE
(1) sheR-1ER
B [ -~ 2 DRSS TSR EO R ThH D,
(2) BfEE
HERE (100) 1ZFETR077< L, AKIZEETFIEL, TER=RIV TS ) — /1 (99.5) (2R TEIFIZU Y,
(3) KiEtE
YRR L
(4) R (SER). . R R
RS K9 265°C (43 i)
(4) ERIGEMEMTER
YRR L
(5) AEFEH
YRR L
(6) ZDhd) XL RE(E
IKEEALT R LFRIREAIR (1-20) IXFENEMEZ RS20,
T TELT D,

2. HEMBHOEEEHTIHIFHREN
L

3. BXAH DORERBRERE
HRIA7a%dv o 1285

4. AMESDEEZE
Am IF7exd ] 1285



V. }HIBI9 SR

IV. ®&IIZB89 5IEH

1. Hlk
(1) ®BE&ER
SR
(2) FRORXZ., MR UHERK
FIFE K AR

Hi:ImL o BR A7o%9 0 3mgaha

PR o B ~ % B L B BT O UK 1 SR A
(3) HADMtE
YRR L
(4) #BIo—F
P10
(5) pH.REEL. $iE. LE, REX pH 8%
pH:6.0~7.0
2B E I :0.95~1.15
(6) BMEDHE
AANTEFH A TH D,

2. HHOMEM
(1) BFRHS (BEERS)DEE
ImL % AR A7a%¥i 0 3mg &4
(2) Fmy
HAbF R L (GERRALAD | pHARETH
(3) FABMROEERUVBE
P10

3. FANBRLTEATIHFDRARE
L

4. BAAH. IAOSBEICHTHER
L

5 RAADEBEHTICHITIREN

F7as IR 0.3% 2BV T, BTG ISR D2 EMEX LT ThoTm, Y

KR PRATSRA RAT I PRIFIEHE FEo
) 40°CE1°C RIZF VLB .
T R BR 6 H ) ‘ YN (R
75%RH*+5%RH ARAR aLAE
) 25°C AN e = i DS .
FEHIRG R 3 FfH . AR L
60%RH AR %




V. }AIBI9HER

25C+2C
60%RH=*5%RH
30001x

120 55 Ix-hr

120 J7 Ix-hr

RNIZF Lo Few | 1ZBWT pH

(L) LOE&ET

Bk

ﬁuj%v%ﬁ%: AL
(HEHH4R)

1 RBRIE H MR, MERBABR, pH. IRBE L, NIEVERY), B, ER

%2 RERIA H AN - Mk, ERRERER . pH, IRB L, R R B, E &
%3 BBRIE H MRIR, REE L, pH, B &

10.

1.

12.

13.

14.

BREOREY
L

feFEDEE S E L (MEILFMELL)

AL

B
BALIYAND

EWEERE
L

AP DAY DR E

(1) B0
(2) T RO
(3) WS FE T e

(D) EEra~ T T7 14—

HHADOEMESTDEEE
IR~ 757 40—

Pl
L

EATHAREM D H LMY

AL

FESAVELRR-NENFHRLEERICETHER

BALIYAND



V. }HIBI9 SR

15. HllE
MX 2. 3 ERER O TED (4) Z DMKk IE 12 R

16. ZDfth
A1



V. ARICEEISEE

V. AEICE89 51EH
1. ZEEXIIZIR
< EE>
AANTREMEDOTRUERE R, VoV ERE B, i REKE ., BERER ., I7uay IR g, TF778IE, aV
INRXITFITLB IVTVTIRB. BFF TR, TuTvRE . AT RF BN T=— FueFo o7
B. AV ITNZTE, ATTANAZVTF IR (@R T4— I RAHE) |, Va—RFETRE, FIEE.
WN—IFNFNT R T AT /MR ET A (FUNEFR) VNI4T TR Z— B TV
ey
<SR >
ARBR . REENK, TR, ML, AR K., AKX (ABEEELZ S ) . IRBANE O B|E LR
2. BERUAE
B, 1B, 1A 3ELRIRT 3, 72, ERICKVEEER T2,
<B#-HECEETZIFERLEDOIE>
1. AFNOMERIZHT->TE, TEFE OB ELZEET-0 . JRAIEL TR MEE2HERR L. IR D15
B NBORIB O Gz ED B L,
2. RHIMEHALWE,
3. FERERAEE

(1) BRERT—321 95—

M ER L

(2) BRERZNR

M ER L

(3) EREREEIEAER

M ER L

(4) FRRAIAR

M ER L

(5) HRREROEER

1) RIEALETRERIEHER
U E R RL

2) HEERER
U E R RL

3) ReMHHR
U E R RL

4) BE-RERRER
YR RL



V. ;agICEd 5EE

(6) AEEIGEA
1) FEAMERE 5T MEARERE (AT - R ERTHRERREER (hiREERREER)
P10
2) RREFHLLTEREFTEOARNITEEL-FHBROBME
P10



VI. ZE$hFEICEE I HIEE

VI. E3hEE(ZEJd3I1EH

1. EBPHICEEHLHLEMRITEEYE
EURIVR IR LS

2. XB{EH
(1) EREpE-1EREE
M EERL

(2) ENERMATHABREE
<&EWPHIRFEHR>
VY TRERAEREETILICHT H2HR
F7m s  SIRIE 0.3 % SAEAERGA] CRRA, 0.3%) 122V T, FEBRAY Y B30 okl B4 £ e &
T A TR SRR & Ll LT, 2 DGR, WA &b TR e £ TR VR oD HE S A AT L
Fo, WA TEOIEMICAH BRAEITFEO BT WA OA Y[R S ED RS iz,

EEROY Y FIRIRR AR 7 I 23R

4L - - .

- 70 F S AR %
o ERHEA (SIRAL 0.3%)

-= Control (f#f}
FHELRERE. 0=5

PHMERE AT

0 1 2 3 4 5 6

HAHE ()

(3) ERFIREFR - FriER
%Y E Rl



VI. RYBEICBIISHIER

VI. RMENEICEII HIER

1 mPREOKES- NES
(1) AREAEMELPRE
AL
(2) B h R B
AL
(3) ERERBERCRERBSNmhRE
AL
(4) s
AL
(5) BE-HAXORE
AL
(6) BEE (RE1L—a) B I= kY HBL - BN N B L BER
AL

2. EWERERMB/NSA—EF

(1) BHAE
xEE R L

(2) BIUEETEE
xEE R L

(3) MMATFRASEYTA
xEE R L

(4) HEERETEE
xEE R L

(5) 2U7IVA
xEE R L

(6) S MBEMR
xEE R L

(7) mMRFEESFEE
xEE R L

3. I}k
B RRL

4. 9%

(1) Mi%—REIFTE:R
L

(2) Mm% —ReARBAFYEiBYE
L

10



VI. RYBEICBIISHIER

(3)

(4)

()

Hit~D@iT

A E R L
HRANDBAT

A E R L
DDA~ DBITH

<&EYFHRFER>

VY FITE T HIREBAEIT
F7a SRR 0.3% SAFEHERIA] (GRARAL 0.83%) 122W T, UHRIT AR L THR K K& UV i
hAT7ad YU U REARIE LA, MAIORAR 30 73 K OURIR 1 RER&R T DOIREK
AT mSe L AR R O 7 m e b o R B TREO DIV WA D LM [F]

D eSS,
IRFEAKFA 7o) ) A e
R (u g/ mL) ¥ (ug/mL)
30 43t% 1 RFfE % 30 434 1 FRpfE %

A7ax 5 lRIR 0.3% 0.39+0.08 0.570.08

6.361.00 4.63£0.50

FEAESRLA (R AL 0. 3%) 0.350.08 0.55+0.07

6.501+1.28 5.02%0.63

5 B

(1)

(2)

()

(4)

5)

B R U HEE R

EE R L

KB 5T SBER (CYPA50 F) D5 FiE
EE R L
AEEEMNROERRUZDES

EE R L
REYVDOEEDOHREULLE

EE R L

AR ORE R/ NSA—F

EE R L

6. it

(1)

(2)

()

Bt RO B R RE
U E Rl
Bt

U E Rl
Pttt

U E Rl

7. FSURR—E—IZBHT 51ER
YR RL

11

CHEE AR HERSE n=10)



VI. RYBEICBIISHIER

8. BWFIZLIKRER
YR L

12



VI.Z 24 (EREDEES) ICEYHER

2. ERRABRELETOERA(FAEZSZED)
(

ERIROEBHEICIFEELENIE)
ARFND RSy Jo OF /v BEHUE AN LI BUE DB ERE D5 A

3. PEXIIHRICEETHFEALOFELETDOER
BN

4. HERUVHAEICEAETSIEALOEELZODER
’— V 2)%/{(&()\)2@ EJ@IE%Z/%%#%);&O

5. RERSARLETNOER
L

6. EELEAMIBLTOEARVLENRE
L

7. f8E{EH
(1) HERERELTDER

YL
(2) BtREELTOER

A1

8. ElfEM

(1) BMEROME
AHN A BRE A S O BIE RS BUAE EE S Bl L7 DA A 2 FE R L TR 2 | BIME S8 B
IR THD,

(2) EXGRMEREMIALER

BEARGEIER GEETEA)

aAVI . TFI74TF—2ayl TFITF—ERITIENHLHD T, BEET7ITTV,
KLBE, F892 | FEWLIATEE, AR T | IRBGVAIESE OMER A RO DG I3 G2 F Ik L | w7
BEEITHIZE,

13



VIL.Z 24 (ERAEDEESF)ICEYHER

(3) EnfaEIER
RITEHIDSBD OIS B3 G-a P 1L 7R YR L EZ1THI T L,
R N\ BRI
BEYE  |JEE. ZRS . RIS (IS AR - T IS IR R 2% . Z O REIRk
AR it B (ol AT I, - P ), TR . OVEAMER T A IR S5 0D £ il 5

(4) EEMNEHERREREERVERREERE K
ZEE R L

(5) EMKE, SHHE. EEERUFNOARFERAIOBERRREE
EE R L

(6) EMT7LILF—IHTHEBERVABRE
NRARNELCOHEB (FAERZE ) JIOHES MR

9. BRE~DRS
AL

10. ¥E4R. ER. RIBE~DOERE

TEAT SUTIEARL TOD T REME D H D0 NI LA M a4z bRl L fErsn 258120
K G-THTE, IR O GBI 5L BRI L TR0

1. MNRE~ADEE
Mg R L

12. BERERRCRIETHE
AL

13. BEERS
AL

14. BRALDIEE

(1) BERK  SIRACoOMER T8,
(2) &5 G RBGIEDTZ | SIRO L& | FEO SN EEE B Il /eI E 75506
BIHIL,

15. TOMODEE
BA1%AND

16. £D1th
L

14



X. JEEREREBRICEY 5IHE

X. JEEREREBRICRS T HHE

1. ZEEHER
(1) ZEsSEIBAERR (TVI. EHHFE(CEHT2EA18E)

(2) BIRHEERR
B ERL

(3) ReMEEEAR
B ERL

(4) ZOHmOERHE
B ERL

2. HHEHER
(1) HEEESEEREBR
2R L
(2) REHRSSHEREBR
ARl
(3) AMEFESMRB
ARl
(4) ZOMOEHREME
AR Rl 5t ER ©
AFNDONRHNENEI ST H AR A AEY X2 H O TS LT-, AFIZ7H3F12 1 BHEER (15 [8]) A
AR 5-L . Draize M QMR SO FAEIZDES TRITEIMEA T L 72, ORGSR, Ref&mliR% 7 B ETIR
FOGSIEH OIS AR ERR BRI, 7972 1T 1TSS,

15



X. EENEHICEISHER

X. EEMEIEICEETSIER

1. BAHRS
B AT RS GEE — BRSO I 52E)
ARG % H LR

2. BhHAR X (X{EAHAR
il FHEARR - 2856 K YT~ 23 (3 42)

3. RriE-RERH
SEMRARAF QMHBI I R I L TR IF 528, )

4. EFBRWLEOZEES
(1) ERTORYHRWLEDBEERIZOWNT
P10
(2) ERZFFORFENOVWT(EEFICBETREVNAEIESE)
VL1438 H EOERE ) OHAZRT 2L,

<FTOOLEY:HY
(3) EAFIFDOEERIZDOLT
BA=1PAYA
5. RBEHSE
BA=LPAYA
6. af
F7ad s pmiRIE 0.3%: SmLX 5 A
SmL X 10 A
5mL X 50 A
7. BHBOME

w Z AR F L
H Rz F L
Xy v SR FL

8. RI—HZ R%E
[ — o3 2V E Y R IR 0.3%., ZVE Y RIRECE 0.3%., #VEy N ERHIK 0.3%., ZVE Y REE
100mg
M % ook or mxvaxrr LiRvaxdor hARATaXYv v AFTak i
X 7aF

16



X. EENFEICEATSER

10.

1.

12.

13.

14.

15.

16.

17.

ERFELEFEAR
198544 /1 16 A

HNERFTRIAFEABRUVERZEES
AGRAEH H:2001 453 A 14 H
AR5 : 21300AMZ00206000

EEEERBFAR
2001 4£7 7 6 H

PEEX (IZNREM, AZRUVAELETEENZFOFEABRUVETOAR
FAIYANR

BFESER. FIMOERAREABRUVZTORE
ALY

BEEYR
FAIYANR

REHFEHRERRCET H1FHR

ARFNE, PRI B OVERFE IR FIE QN FE IR (2 L S S A 558 K EL A3 B D AP /R S IE 2% (A%
18 FEJEA B E HRE 107 5) O AT E L= Rk 20 84 578178 55 97 5 (CERE 20 48 3
A 19 AP O TR ERRDNERIT O TWAEIE [ITIXRZ 4 LRV,

#HEa—F
JRAE 55 B H A s e
ks HOT (9 #71) & 75 L7 MERa—R
- i e *
F7aFL SRR 0.3% 113967901 1319722Q1015 660453012
REHBALOEE

AANIZHEHIM IS T DR FEERAITFE L L,

17




XI. Xk

XI. 3CHk

1. BIAXE
1) HEE A T e s AR 0.3% 042 MR (P R
2) SRR AL 7 L SR 0.3% 04 R SR B (HEP )
3) ARSI AL 7 L SRIE 0.3% D BRHI MR (LN

2. Z0OthnBE X
%R L

18



XI. 3E£8H

XI. 3EE&H
1. IS ETORTRR
B LR

2. BB ITIERERZIBER
YRl

19



XI. &

XII. fi§%
1. ZOMOBEEEH
MR

20



1AA



	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 
	背表紙

