2019 45 6 HoiT (38 6 i)

H AR YERS

H /N

ARJJ

%

871319

EERAPIE1—TH—L

BARBREEXIER D IF SCHEE 2013 [CERLTHER

=177 171

AR AR HE T SRR A

B¥yr=NnNnN

"= I
7 P) I\ T =JsEK002%[ =y h—]
Cyanocobalam IN ophthaimic Solution 0.02%mirro;

STF/ANFEIURBRHK
Zal % | AHIRA
oK o BOH X 4| 4L
B - & &|1mLH B T /anIr02mg BH
4 37 7373 (JAN)
— % 4

144 : Cyanocobalamin (JAN)

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

BOEAR T AZEAEH H:20194 1 H 9 A (R4 L H)
SR EEEIEAE H H 201942 6 A 14 A (IRGE4 A )
F 5 £ H H 200247 H8H

- RS IR SE (i A) -
U= s

bl 5
& # - Ik

R R 7e T AR SR AL
& 8 i ARAT 4v RSt

[ A A 2 A o G

M v & b & 8 0O

HHRAT 4o 7BRAR . B<TOHBE D
TEL:03-3523-0345 FAX:03-3523-0346
EFRBIRE TR — L=

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

ATF 13 2019 4F 3 H GTOWRM SCEOFRHEIC LS EER LT,
BT OUSHT SCERG T, R385 R R B B R — 23— http://www.pmda.go.jp/ |2 CTIHERR TSV,




IFARADF5IZDOBME
— BARRERITS -

1. EERA VAP 1—T+—LIEBRORE

PR F RS O FEAR A 70 BT & L CEERIRA SR S0 (LT, IR SCE LK) 38 5.
PR B CIER - SEAIATSE O ERIEFHE D B EBIC LB EIE G O EE G R ZIEHT 58RI
X, WA SCEICERE SN E B2 BT 2 BICER ER AL E R GA NS D,

PEIRBLES Cld, RIS T DU CHEE AR 3 0D [ SE A A X B S O 1B INGE R ROE e 4 LTI
WAEMTE L THRHLL TE TN D, ZOBRICHLEREREZEENICAFT 570D HRI A FE LTA
VEE a2 —T F—ANREE LT,

AR 63 4RIC HARBEsEAIRT S (LLF, AR ENET) e 2/ EREBan [ERLA VX B a—
Zx—2A] (LLF, I FEWET) OMEMFIWNC T FldlkEa K E Lz, Z0%, EREFEEN
O BRE T ESR B = — X O AT T, R 10 4R 9 HIC RN 3/ hEESICR
W T F Rt EEoET ™M Thig-,

FIZ 10 F05fm L, EESEROAIY FCTH LR, FOFTh D EEBIGOEAIRN, W
& o THF - BEHRBEIIRE AL L2 L &2%2Z1F T, Ak 20 4F 9 BIC BFRIRERIEREZE R
BUWTHI7= 7 1 FFLsiZEAE 2008 235K E S 7,

I FEO#ZEME 2008 Tid, 1 F 2EAOM & LCift+ 2506, PDFEOBERMNT —4
ELTIRMET AL (e— 1 F) 2FAIE 207, ZOEBICHOET, IRMNITEIZH T (46 -
OB, e g - EELEARNFEEONRET] R EOBETRH - I2HE12, WET ORI T —
HaBM LT D e — 1 FRRESn D Z & Lotz

RO e — 1T Fix, () EHRLERESBEHEDO R — L= (http://www. pmda. go. jp/)
MH—FELTAFHREL 2o T D, BAJRPEREAIAT S TIE, e — 1 F 28807 5 3K 5 E R R
AR — L= U NANT A N TH D EITEE LT, EBMAENEICHDbE Te — [ FOFE#RE
AT DRk AR E LT, 2 O IF PNIRA SCEZ ST D EEAEHR E L CENEE - it
HZrELT,

2008 FE L VAFEA[BDA B B a—7 4 — ARG Z Bl L7z Ol L C & 7o i 2 Faffh L,
FRFEITL > TH, EAl - EAHRFEICE >TH, DFERORBRWERKE THZ 52527, £ THHK,
IF Rk B O —HFUET 247V IF FealiZieE 2013 & L CTARTHENE o7z,

2. 1 F&lE

I Fix NASCEEOEREZMTE L., BRMEOERNEEEICL > CHEEBICLE,, EXRNLO
s EEB DT O DIFH, WITRRE O T2 DOIFHR, A DT D O, FEFS O EMTH D72 O DIF
P72 BB T O D OIERENERN SR AR AR O EIRLMHE S LT, BRENGHERE
TEERE L, EAIAIE D72 DI 3% 3R O RS 3 TR & ORI 24 L T BT8RN &
BT Hhs,

Tol2 U, FEERE - R SERRE R ICE D 5 b O, RIEEZEORIFILES ) A NI D b O K OFEHAR
B D25 - I - SREE T R EFESIT T FOGEFEE IR 620, S0z 5 &, BERA¥ENS
&7z T Fik, 3EAIETE O 23558 - Bl - BREIS T 5 & L bic, RBERHTEEZTL2HDE V)
i ERFOZ L EAMEE LTV,

[1 Fo#kK]

OHIEITA AR, MEXE L, JFAIE LTINS v FUEOTIE (KFIIERL) THRd L., —&@hvy
ET D, 2L, USHSCETHRMEE - RTEEZHOWESEAICE, EFEETIIINCEY b LT 5,

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

@FMOFLHITH — L. EHUSHT THREERD 1T FRAAOFSI & OME | 02X aiL#HT 50




DEL, 2HIZE LD 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,

@R IEOMEFIZIT 2 b O, WIEAFEORAILS ) 2 BN T 5 b O R OFEAAN 213 U D EFEE
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,

[ 1 FOH1T]

O [T FROHEESE 2013 1&, Pk 25 4F 10 A LIRS N FrE3 oM & 72 b,

@ EFRLISA D ESE T OWTIE, [T Fl# 26 2013) 18 X D 1ERK - 2T S5 b DO TiEZeu,

OfFH EOIEREOUGET, BB SUIHAMSER ERRFRHN) 234 4072 R R QNS SE D
JERENIR S, T RENBRDBRE LS LD oG FRSET S b,

3. I FORAILH=-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
RUSR T TR A V¥ Ea—T 4 —AEROF51 & | 120> TERK - #2328, T FOJFA
EWE 2 EEBIGICARE LT D IEHRS 1 FAERRFRFCEEE LW ERE IOV TIE SRR OMR
DA A Ea—|Z LY EAIREA OPANFEZRESE, [ FORRAMEZRDLILERD D,
F7o, FERFSGT SN A EOFEZFICHET2FHHICEAL T, 1 FASRGTI SN D ETOMIL. M
[ SR 5 D USRS E DR 2 IR U B D E CES, H 2 W ER L EREEE R — e A
BT L0 IR SEE ST S L L b, [ FOMRICHT- > Tid. B O U4 E I3 ER
Rl s AR TR — W ~— U CRERT B,
¥, WIEM AL EMEOHERD S BERH SN TWD THRRARE] ° [ERAETORBRI (12
B 2T HSIIARFHEICEDL Z ERH Y, TORIRWICITHOEETRETH D,

4. FAICELTOEBER

[ FZEFEEO B EEBICBOTRNT ZENTERWEREDERIFEE L UEH L TTHEE 20,
UL, HEECERAERL Yot —r g ra— FECL DB L0 SRS SEnN RS &
L CHETE 2HAIIZATERAND 5, 1 FIZBEEOTHEEZ 2T T, YiZER L ORISR A
EDPMERR - RIET DD THLZ Lnh, il - RBUITHNZZ T S22 B2 L2375 L Tk
AN SR AN A SRR
FBEEREIT, [ FROH ETHRMLELMTET DHEREM THY . 4 X —Fy N TOARSE
B E 2 FKHEE EORERHRICHEM LW O FE LIER SN TWD 2 & A8 L CHE®RATEH
LN D, (2013 4= 4 A&ED)




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 3
7. CAS%?%E% .......................................... 3

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

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

B ++vveeeeeees s 6
15, JUFIE --orovveemmseremmnenm e 7
16, B eeeeeeresssr 7

V. }ﬁﬁl:ﬁﬁj—élﬁﬁ .............................. 8
T BRBERIEENR e 8
2. FRRURRE: e 8
3. BRBRBHE -roovooeeesssseenen 8

VI. ;’%;ﬁ;ﬁﬁl:@#‘élﬁﬁ ........................ 9
1. EEZPHICEEHLHLEMRTLEamE - 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 «oovvvrrrrmrmmmmmmmmmiinins 1

VII. zté'li(ﬁFHJ:O),I F)ICBY SRR - 12

1. W§t%®IEEE .................................. 12

2 i—*."—f%lﬂ@t%d)ﬁﬁa(ﬁﬂﬂmh’éat ---------- 12
3. DEERIHBICEIET HEMLOTELEDE
EE ......................................................... 12

4 FARUARICEEY SEAELOIELZIOE
EE ......................................................... 12

5. TEE?Q%W@&%O)IEEE ............................ 12
6. BELEAHIEELTOEERVLESE - 12
7. *ﬁﬁﬂgﬁﬁ ................................................ 12
8. BIMER e 12
9. '_]En%-/\a)$xl_:’—_ ....................................... 13
10. 4ER. FEWR. BELBFADRE oo 13
1. INBEADIEE o 13
12. Eﬁﬁﬁﬁﬁ%[:&[i?’%?% ........................ 13
13. :@E?ﬁ’—i ................................................ 13
14. J@Fﬁi@,I%: .......................................... 13
15. %@1&@,I-%= .......................................... 13
16. %@1& ................................................... 13
IX. JEBGEREAER(CRE T AIER - oo 14
1. ﬁ}ggigﬁ ................................................ 14
2. EEMEERER oo 14
X. EEHEIEICEHTAIER e 15
LT 15
2. FMMARAISGERHIR oo 15
3. PR RIEGHE o 15
4. FEFIERIRLN EOGER -wovveeeeeeeeeneeneess 15
5. FREBEME oo 15
B. ELEE e 15
7. BBOME e 15
8. E—RF-RFIZE oo 15

9. EBBIAGRR o 15
10. BUAMRFTHBEA BRUKBES e 16
(U3 E-2 2 = T 16
12. MRERFHREM. REARVAELEEEMED
FERBRUZDRE oo 16

13. BEEHE. BREHEARFEABRVUZON
B e 16

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



I. REICEHIHER

I. BIE(CBid HIEH

1. BAROER
A AT T, 1967 4F 6 A ISR s RE S RIRA &L THIESILTUND,
AFNT 1B 1~23 % 1 B 3~5 BURAROZR IR E I EL T, Btk R OB IEZ30E | IR %
FEMEL | 2002 £F 3 AR ZEAFL ., 2002 £ 7 JIZFRICE ST,
mEBL2009F 1 A [T 2 ang Iy milRik 0.02%/ =y F—1] & L CTiRTE4AZE T DK
WAEIUE L. FF 6 HICHEMINE S vz,

2. HROBERFN - WFFNFYE
(1) EINTHEENVIZKWEIRAEZR Th D,
(2) 557D 2 [FHAFREECRAPA CE D RIRA R Th D,
(3) BEWERIZOWTIILL FOmEY THD,
ARFN AL T RRAE T A D RIVE ) O FEBUBEE DS L 22 DA A A FERL TR0,
ZOMOENEREL T WBUERD R E S TOD(12 HS ),



I. &£¥#ICEd5EE

I. A#ICE§95IEH

1. BR3E4
(1) M4
7 ATy IR 0.02% = h—]
(2) *4
Cyanocobalamin Ophthalmic Solution 0.02% NITTO |
(3) AMDHE
CEID %2k E A ()

2. — g4
(1) 4 (a8daik)
7 /AT (JAN)
(2) 4 (@4%)
Cyanocobalamin (JAN)
(3) ATL4A
W

3. BEARITRHEX

HaN

4. PFRARUDFE
%%ﬁZC@HggCONMoMP
4y 15135537

5. 2% (@W4E)
Coa-[a-(5,6-Dimethyl-1H-benzoimidazol-1-yl)]-Cof-cyanocobamide (IUPAC)



I. AFICEIAER

BER4A. 4. Be. BSES
%IJZ[ IE\&\:\/ B12

CAS EHES
68-19-9



. HHRSICEYHER

II. AR5 1B 51ER

1. YELEENEE
(1) SER-tER
IR D FE S AT K ThH D,
(2) BfEE
NSRRI, =4 /=995 TIRITIZ W,
(3) WiEtE
WA Td 5,
(4) R (SER) . . R R
YRR L
(5) ERIGEMRRETER
YRR L
(6) NEHEH
YRR L
(7) DD ELTRIENE
pH: A 0.10g 287212 L T EILTZK 20mL (ZVAD L= D pH 1X 4.2~7.0 TH D,

2. BERHSOEEEFHTICETIREN
G E Rl

3. HHMMSOHRHRE
HRTS T /a3y jicks

4. AMBRDDEEE
RIRI T /a3 1285



V. ®AICEEYHIEE

V. 8B SER

1. Hlk

(1) ®BEER
SR

(2) FRDORXZ., SHAERUHERK
BT - 7K A R
A ImL P AR 27 /3930 02mg & H
PR AT TR D 7K A AR A

(3) HAIDWE
YRR L

(4) #EA—F
AN

(5) pH.REEL. $iE. LE, REX pH 8%
pH:5.5~6.5
=B 0.9~1.1

(6) BMEDHE
AANTEFH A TH D,

2. HHOMEM
(1) BRHS (BEERS)DOEE
ImLH BJF 7 /33730 02mg &H

(2) =t
R FEE A , Ao GEEAD LT IID A EER(EAD) | B Pra=y AR 50 (B
JEE#I) . pH FHE A

(3) FABMROEERUVBE
YL

3. MRBMLTERTIRADREE
YL

4. BEHF. LAOLEEICHTHER
ALY



V. }HIBI9HER

5.

10.

1.

12.

13.

14.

HADEEEETICBETEREN
ST VARG IR 0.02% = h—ITBW T, BFEGE T ICBIT AL EMITLL T Thotz, P
R RIS PRAT IR IRIETERE fL S
- Extl - RYTFL 4 g " s 1
EHRRER Feub 36 & A T i L™
N 40°C . RN ZF LA . ek 2
bﬂ)ﬁﬁfﬁﬁﬁ 75%RH 6 & H ‘f& /j,{j: E'ﬂfj@bx”
BRI RABR é%gg 120 77 Ix*hr RVTFL AR I fpApLRIES
ME 1 REBRIEE AMEL - MR, HERRERER, pHL IREIE L, N, B, EE
X2 BRERIEE MRIR, MERRERER, pH., IREIE L, NEMERY) ANIAVERRL 1, B, E8
%013 BB E MR pH, BB, ERE
BREORENY
L

ol DERE B (R (2 pa L)
AL

B
BALIYAND

EWEERE
L

AP DA DR E
SRON AT ' BE T

WA OEMESDEES
Wi~ 757 40—

Pl
L

BAT 3RO H DTN
AL
ERABELES NAAHEHREEBCET HHE
AL




V. ®AICEEYHIEE

15.

16.

FltE
YRl

Z O
YL



V. ;agICEd 5EE

V. AEICE9 5I18H

1. ZEEXIIZIR
ARSI 57 1 BT AR EN S D

2. BERUAE
‘.1 E1~2%2 1 B 3~5 BAIRT 5,
2B ERIC IV E EEEE TS,

3. ERERALIE
(1) BERT—3213vr—>
MR L
(2) ERERZNE
MR L
(3) ERERZEIREAER
MR L
(4) BRERMRR
MR L
(5) HRELHYERER
1) E{EARILIETTHERGHR
MR L
2) HEEHER
MR L
3) REMHR
MR L
4) BE-REIRR
MR L
(6) ‘amHItEF
1) HARERE-HEHEARERE (BHRE) -2 ERTRERHR (TRERERKEER)
MR L
2) RBFHLLTREFEOARXIIRELHBOBE
P10



VI. EHFEEBICEHISHER

VI. E3hZE(ZEJd31EH

1. EEBEZNICEEHLHILEMNITILEmE
EROFVaRTI AF)LanTI an<wINEOEHI By, iEHEL LAY

2. EBE#EA

(1) {EFRERLL-ERKF
IRICET LTl MR B2 L, ATP PEAEZ K SE 5, TR 52t 45, 2

(2) ENEEMNTLHHBREME
<EYFERHREMERR>
VY XEHEGFICHT IHR Y
7 AT IR 0.02%0 = h— | SAEHERUA] (RUARALL 0.02%) IZ DWW T, i T BARR
A DA DFE EEA IR L U CRIBR A R L | HUE 57 2R D H AT o7z, EORE R, WA &bk
FNRA R, Eio, WAIOTUE T8 FAA B2 ZE 58O DIV, WA A4 i [F) ZVE D e 7R
niz,

HE 7 A BRI T B B R
100 p < 0,05

N.5. |

-u— 50 b
&
=t
[} ~ - ™ 5 ; Y v TS
LT A2 3 MR 0.02% =i L Control { 2:75])
= k=] (LR, 0.02%)
NS, AT WL L, Tukey® & H B
FHE + B, n=10

(3) ERFIREFR - FriiEFR
%Y E Rl



VI. RYBEICBIISHIER

VI. RMENEICEII HIER

1 mPREOKES- NES
(1) AREAEMEOPRE
AL
(2) B ch R B R
AL
(3) EERBERCRRBSNmbRE
AL
(4) s
AL
(5) RE-HAXORE
AL
(6) BEE (RE1L—a) BHI= kY HBL - BN NB L BER
AL

2. EWERERB/NSA—EF

(1) BHAE
xEE R L

(2) BIUEETEE
xEE R L

(3) MATFRASEYTA
xEE R L

(4) HEERETEE
xEE R L

(5) 2U7I2A
xEE R L

(6) S MBEHR
xEE R L

(7) mMREEHFEE
xEE R L

3. RN
B RRL

4. 9

(1) Mi%—REIFTE:R
L

(2) Mm% —ReARBAFYEiBYE
L

10



VI. EYEEICEY HIEE

(3) FA~DBAT
A E R L

(4) BEESNDBAT
A E R L

(5) ZDfaDiBE~DBITHE
A E R L

5. K#

(1) REBERURBER
MR L

(2) RBICBE5T 5EER (CYP450 ) D5 F1E
MR L

(3) MELEBNROBFERVZDEE
MR L

(4) REVOFEOFERULLE
MR L

(5) EERBMOEERN/ SA—2
MR L

6. it
(1) BEEREL R U
L

(2) Btz
L

(3) s
L

7. FSURR—E—ICBT S 1EH
%L

8. BFICkHIRER
%L

11



VI. XM (ERALOIESF) ICEJISEE

I. &% (EALOIES) ICBEHTSIER

1. BEARETOER

3. MEXXIHNRICEHETSIEALOFTELETDOER
FAIYANR

4. RAERUVAEICEAETIHEALOFELZTOES
FAIYANR

5. RERSNARLTOER
L

6. EELEFXRNIELZTOEARVLESZ
L

7. HEHEH
(1) GtRREREEDER
AN
(2) BrREEEETDER
LR

8. EIEA
(1) BMEFOBE

ARFN AL P Rl A A 55 ORI I JE SR D3 IR 72 D A 2 2L TN Teed | BIE 8 BUB
I RHATHD,
RITERIDRRD BN B3R A I 2R E bR L EZ1TH L,

(2) EXLEEHAEANEIGER

RZH LR
(3) EDithDEIEM
TR\ B

W E W AEE R

(4) BAANBEFARERERVEBKRRAEERE -5
YR RL

(5) EHEB. SOHE. EEERUFMOAREE A ORERATREE

YR RL

12



VI. XM (ERALOIESF) BT SHEE

(6) EM7FLILX—IZRTHEERVHREZE

10.

1.

12.

13.

14.

15.

16.

AL

BEEAORS
R

SR, OB, RABE~ORS
R

INEFEADEE
ARl

BRERRERRICRFZIE
YRRl

BERS
L

BREOIE

(1) &R RIRRICOZMER 2L,

(2) & 5 B KGR DT | KIRDEE | RO LA EEE B IS 20 JOIZEE 45489

P R N

ZOMOEE
L

Z 0t
AL

13



IX. JEFREREBRICE Y 51HHE

X. JEEREREBRICRS T SR E

1. ZEBHER
(1) ZEshSEIBAER (TVI. EHHFE(CEHTZEA18E)

(2) BIRMFEER
AL

(3) REMEEHE
AL

() ZOHORERR
AL

2. HHEHER

(1) HEEESEHERER
BRI

(2) REHRSSHERER
BRI

(3) AMEFESMHRB
UL

(4) ZOMDEHREME
ARl

14



X. EENEHICEISER

4.

. EEMEIAICE T SIEHE

AR
o HLEE LN
NSy 7Z 24 L

B hHAR X ({5 FARAR
il FHEARR - 2856 K YT~ 23 (3 42)

fris-REEH
HIRORAF

EHRDHENEDEFER

(1) EBRTORYHWNLOBERIZDONT

BA=1PAA

(2) RHFXAFHFORFEVICOVWT(EEFICHEI RELEERS)

IVIL14.3@ A EORFE | OEAES BT 5L,
<FTOOLEY:HY

(3) FAFFOBERIZONT

AN

RBEHE
L

2k
2T AT mRIR 0.02% =y h—]:5mL X5 A
SmLX 10 A<
SmL X 50 A<

RBROME

K AR FL
H R =F L
% vy 7 RUEFLY

E—m 5 - FshEE
[F— R4y 38 o 2 S RE 0.02%

ZRE/RE 0

EREEEAR
1991451 H 18 H (AA)

15



X. EENEHICEISER

10.

1.

12.

13.

14.

15.

16.

17.

REHRFTRBFEAARVRIEES

BLEARTEARAEH B 201941 H9 H

A5 :23100AMX00035000

(HERFE4) B2 — L i iRIK 0.02% ARS4EH H:2002 43 H 14 A

EMBEEINEER B
201946 H 14 H
(IRARFE4 ) B X a3 — LSRR 0.02%:2002 427 H 5 B Rl & A& 7:20204£ 3 A 31 A

EEX (IZNREM, AZRUVAELETEENZFEOEABRUVZTOAR
FAIYANR

BFESER. FIMERAREABRUVZTORE
ALY

BEEYR
FAIYANR

BEAEGRERRCET 58

ARFNE | SRR K OSBRI QNS R L | 2 S &R A 55 ) K BN E 8 D e s FIESE (P K
18 4FJE L B R 107 5) O—ER & e IE LT= K 20 R4 5@ w5~ 97 5 (k20 4F 3
A 19 B O TSI EROSERIT O TWODER S IZIFEES LRV,

&Ea1—F
JE AR S A S A e
B 544 HOT (9 #7) & & L7 MERa—R
I R T — R
T a8 IRk
114672101 1319710Q2124 621467201
0.02% = h—]

BREgfa T EDER
AFNIZ IR BT DB I EH M THD,

16




XI. Xk

XI. 3CHk

1. BIAXE
1) HELRGR St 27 /a3 T TR 0.02% [ = b— | D2 2 PERER (FEP &R

2) Lok B AR g E (8)1135)E) , C-2016(2016)
3) HHEESERASIE 2T/ a T IR 0.02% = h— | DA R R M BR (REPNE R

2. Z0OthnBE X
%R L

17



XI. 3£&H

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

2. BB ITIERERIZIBER
YRl

18



XI. &

XII. fi§%
1. ZOMOBEEEH
MR

19



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

