2024 4E 7 A (58 3 hR)
HAREHER Sy & B 871319

EERAVIEL—TH+—LA

H A7 B S AR = OIF FR i ZaH 2018 (2019 45 587 i) IS HERL L CTHE Ak

FORIV A RFEEF
RS - SR EAE AR

EYhFOX h;ﬁﬂﬁﬁ
WSEERER"

EPRI 02k 5BE#0.03%SEC)

Bimatoprost ophthalmic solution T[SEC

BREE-EAFOALTZICLVEHT S L

#l % | RHRA

BOA o MK sy |G EEES(ERE - EMEOLTEIZIVENTLIL)

B - & & |ImLPE~rFeXb03mg e H

M4 :e~r7axk (JAN)

— i 4 £ 4 : Bimatoprost (JAN)

WE R TE KRB AE H B GRS AGRAEHR B (20184 8 A 15 H
SEAMZEMEGHE - BREBHAGTE | SEAM L MBI A B (2018 4 12 A 14 H

ERE! AR 52 B 4 4F A B 20184 12 A 14 H
ok e (f AN) - | B-ERTT B RTAFTHRASH
R M4 | B oG ot S RUEERKSH
% SR AF S FH 24 3 g o
SRS WEHFREZ—
TEL:0120-921-839  06-7664-8624
MWW & b ¥ & 0O ZATHFR] 9 BE~17 BF (L B - L H 2%<)

R BEIRE TR — A=Y

https://www.santen.co.jp/medical-channel/

AKIFIX 2023 F 9 HLFTOE il XL ORI ICFESEEMR LT,
H OB RIT, MSATEIEN ERLERERREEBOERLERRBEX—UTHERLTLEIND,

LT | R CFE (7)ol T GS1 /S—a— KEH B HZ LK,

498708430
tkuzhﬁﬂm 03%TSEC] B OE T WL LML T,

E18120 03


https://www.santen.co.jp/medical-channel/

EIL A HE2—T 4 —LFHO T OB — B AR 3L A Al 2 —
(2020 4= 4 AT

1. EEFALZE 2— T +—AMERDOFRAE

[ 9 2 S 5 D FE AR 20 EERO R & LT I R SR S IR A S (LUF L US4 30 3B,
R B35 C IRl « SEA BT A5 0 R AE 823 H O 265\ S B [ SR 0 3 (el I a1 97D BRI
AT SCEN SRR S AT A AT 2 SN E N7 A L B2 5 B A3 | SR 3 0D R SR AT 4 24 2
(AT MR) EA~DOIEROBINFERSCE RIS IVERAEMTEL TE TS, ZOBRIZ LB/ a8
AFTHOOHBIYAN L CEE LA A 2—T 4+ —L (LR, IFERET) BSFEELTZ,

1988412 H AYpBE AT 2 (LU T HIpiE) e 2/N & B S IF O EATHT | IF Lk, IFFHE 2
ZIREL., TDO%19I8HIT H IR IEFAN T 3/ N F B3, 20084, 20134712 H R 3K = FRAF HE B2 MIFRD
WEEOUGT 21T > TET,

IFFCH 2008 LM%, [FIZPDFEO®E 717 —# LU TR 520 R HI L7 o7,

TAUCEY | IR SCEDO F WG Do T 5 G I WET ORI T — 22BN IF S0 TR s s 2
Lllpolz, BOThRODIF I, B3 SRR AR A (LU T . PMDA) O R H RIS H AR R DO~ —
(http://www.pmda.go.jp/PmdaSearch/iyakuSearch/) IZ CTABIIILTWA, HIRFKTIL, 20094F L0 B E 3K
snDIF O ARG 28kE L CIA A a— 7 4 — ARETE AR E L, # 4 OIF 3 SCEA ST
L EfE AR ClE bR A - Tl T D,

20194 DT SCEFLIBEFHOE TIA D, [TFRLHE EaE2018) BNAE I, A T E R =3 O 5E
T IR RN BT AT AR T A N BE T DI HRIENH DT | TORFIM AR E LI,

2. IF&ix

IFIE R SCEEOE REmTE L EAT - EAIMEDOEREFH Lo THEEB LT | EIRMLO M,
BEHOTDOEH, WITERE OO DO H, A OO DOIEH, EFHLLOE EfEHOODOIEH, F:
W72 B 7 DI O ME DR ST A 7R BRI O BE ISR EFE LT, B IR G B2 3R E
L. SEAIREE D722 Y 3L 1 3L 5 O FEIEIR 52 SUTIRFEICHE D D0 TR & ORI KL TV D71l
BEE LATEA T HIND,

IFIZFE#ET 25 HELAIE H P30 R E L7 IF Rl sl BRI YEILL | — D BiI4h 2 BrEARGR O R FH N O 1
INFLHESND, 1277, BRSSO 2 C B 58 O M OFI T S 255 « ) - $2 -~ & S I 4 13T
FOFLHEFALIT 2D, SRR DL, BRSO S IZIF I, R B SASFEAMR - I8 - 5 bR
IS BHELBIT, BBERMTEE T HHD VIR AR O ZEARHELL TV,

IFOFMIIE 7 — 2 &AL L, RIS CORRIIMI TR,

3. IFORHIZHiz>T

B EARDIF X, PMDAD B 2 HE S TH AR R O — Il AP 3 s E S TD,

RS T TR IS AL P 2 — T+ — MMER D F5I& N> TUFZAER - 1R T 2203 [FOJR R A &
Z ERBIGIIAE L COSEESCIF VERR R FRfl LR ME S I WD I REE R EDOMRE ~DA ¥
Ea—IZX0FHE ADBNEE EESE, IFOFAMEZ @D DLERSHD, £, BERFUETSNAMH Lo
EESEICETHHEEICEL TL, IFASETSNASETOMIT, U3 R it 2 ETN AL LML
LELE BHDHUNTASFED E IS AR M — b R L SAAISE B D E 95012, IFOME HIcdh
Teo T, BT OIS SGEEZPMDAD EIE L R AR RO — U TR T DD DD,

7285, W EE AL 2MEOMELR D S LRSIV TS V.G, BRRAGE 12X & &k, TXIILL fi
B NCTBET A BTG Z T CORWEIRN G ENLZEDHY  ZOBVHRNZIT B ET &EThH
2o




4. FIFCEBLTOEE R

IFZ H & ¥EBIZB W TRNT ZENTERWEI L IFRIEE L TIEHL QUVZEE T2, IFIT A R3O 25
ZR2TC, YRR SR O RIE IR 5E TR FE S HE D DA DMERR - S22 IR E A O 7= DAl
EECHLEDAESITTEN, Flsl - REUTIFESLS | EFEAREOMNE AR LMD R
B9 DO IR SR AE AR R BT AR T A2 | B — R 47 - 777 T4 ROl % — &
FREESZ TR BEA5720, IRFEIE IR TR AR T A2 Tl RAEARIES KGRI D 15+ D ik
iz OWT, BB ENEFRIEETDLDOROITIECTTIZEITZEL L2720 ESITEY, MREEA~DA
VA 2—R | OGRS IC XD, FIAE A OBNIFONBREFRESELELD THHZ EZFRRL T
BT IR B0, SR ENOBONDIHEROF F AR ILA R L T O RBINEE Rk E | BB
(2B Dt I 2 D2 ST AR O AR THY, IFEIE AL CH EEB42 HEICliEd st 012l T
WZTEE T2,




L B B IR T D IE B oo 1
Lo BT D A oo 1
O D B R B T e 1
B D A o T R i e e 1
4. IR B L R g S & B e 1
5. FKBEMROVEE « I EOBIIRIEIE e 1
B . RIM P DB B i e e e e e e e e et ae e e e e e 2

I B R B T B IE B oo 3
L B D e 3
T B e 3
B I I I TR B Lo e 3
A T T B B O 0 T BB ettt e e 3
5. LT 4 (AR TE) UTARE oo 3
B . A . B . B T . B T3 8 T3 oottt e e e 3

. A B S IS B T B IE B oo 4
T B MR o oo 4
2. BRSO B TR T AT BT Dz EME oo 4
3. BB ORI . B TR 4

AV o = < e B - = OO TT 5
D -/ 5
20 BUATD IR oo 5
S TR TR BRI O L O 2 B oo 5
Ao TR e 5
5. BATADATREMED & D IHEWT oo 5
6. BH OB TR DR B e 6
T FRBUE R OURIREE D ZETETE oo 6
8. Al & DELEZAL (FBRAL I ZE L) oo 6
O L B I o e 6
10, R = L e -6 -
11, R R L D M B oo e 7
L2 V2 7

A - bt < % - I = OO 8
L B BB U B R oo e 8
2 I B R T B T B T B oo 8
B E L U B oo e 8
4 R B O B I B g D dE B oot 8
I 7 N TS PRRRT 8

AV = b 3 - 3 1= = OO TR 11
1. FREFEACBIE D D L A T E A B e 11
2 B B oo e e e a e 11

VL. B BN B B 0 B IB B oo, 12
1o L B T D HE R e 12
2 BRIEFEFRIU 73T A = B oo 12
3. B (B o b 3 ) BT e 12
Ao WL Lot 12



B D A et 13
B o R B e - 13 -
T T e 13
8. N T U AR = T BT D TR oo 13
O . BT T D R IR TR e 13
10, RF T D A Bt A 0 D B A oo 13
L TP G 14
L Q== I B o= b= o = = OO ROOT 15
T BRI & Z DB oo e 15
2. BRI L Z D HRE oo 15
3. WHE XTI RICBIE T BT & Z O PEE oo 15
4. RAERCHBICEET DEE E L OB e 15
5. HEERIEARIIEE & Z DO BEET oo e 15
6. R DT B A T B R AT B T D E oo 16
T R B e 17
B . B E e 18
O B R B R T R T T 0 i e -19 -
10, T B B e i e 19
L I ) E I 2 R 2 o~ NPT OPRPT 19
12, D DD T B oo 19
1) Q[ e bl el o 1= = OO 21
L B B e 21
2 A B B e 21
X BB EIE T T DI B oo 22
e B I R 0 oot 22
2 A R e 22
B B R B O D T L 22
A BN D B e 22
S B A U B M oo 22
B . Al T o TR 2 B o e e e a e 22
T BT AR H B oo 22
8. BUGEWRIEARAEA B MOUKREFE S, FAMEENHEEA B, BIEHAEA B 22
9. WHEXIIHEEM, AEEOCHEZEEBMEDHEA B R Z DO (oo, 22
10. HBAME., HiEMERAREA B TZ DPIE oot 23
R N USSP U PPN UPPURUURUPPRN 23
12, B R R A T 1T B 0™ B I B oo 23
1. B T TT R it oot 23
L g B e O = U NSO U PSS UPPURUURUTPRN 23
I L R oo, 24
1o B IR oo e 24
2. TDMD BB TUHER o oo 24
R L. B B B B oottt 25
TR AR T D FETEAR DL oo 25

2 MBI T T D B R 3 B I oo 25
D 11 -SRI 28
1. FAA - IRIEIEICHE L CHEHBZITIICHTE o TOBEBER oo 28
2 DML D BBl et e e et e e e e 28



2L (EBNCEH B ICBWTRH T 5, )

anl



I. IEICEHTSHIEH

1. AR DOER

ER P RAMIKEICBWTHE SN T mAZ A REEAR T, 2O RANTIRE FREEAFE M 2R L A TIT R
P B « = IR ESE ) 220 68 - 20 R &L T20094E 1 RS Tng,
BRTATTHRASHHL BB EESLL T, 20184FE8 A ICE v M7 AR S RE0.03% [ SEC) o> # 3& i 78 7K 58 %
AL,
% B RT A7 T4 (Santen Eye Care Co., Ltd.) 1&, BIREH A O Y =1V 7 [ 3K O & B EAS
MR7EH B LT, 201645 H IR VL L7 2 R EMR A S D100%H & T2t ThHD,

2. HEDBERFHRFME

1. FuAS < ARZRRITVERA L, SEI BRI 2 L2 KSR AR+ 5 2 LICKVIREE FRESE54E 26N T
%o (VI.2.(1) {ERAEL-ERAEE 0HESR)

221 FE 11 R 1 EORRT REZRIFIZI I PE—LT 5,
(RANIAEY F R E R R LR 45 LA S CORREN T, (VI2.(2) EMEEMITHHBBE 0HES
) )

3. ARBLUL T, RO TRICEEL T T VRNV AR AL T0A,

4, B2 BANAREOBE KRZEMWEMAEL T B AR LA (13.2%) 3 E SN TWD, RFNIEE H R ERE%E D
FIE B E DS L b B2 E L Ty, (VL8 BIER OHEB W)

3. HmDHANZFZHRFE

Y Len

4. BEFEAICEALTEAMT NEHK

ﬁmﬁﬁﬁa:%ﬁf%%% A o
S E FHHEME T AR T A% HE

RMP #O| M ERRL

EMOYRY FAMETEB EL | ]| A ERRL
TIERR S TWDE M

F5c 3w ol FH HESEE AR T A | Y E R

R b oo BE & 5 TE @ M| MR L

5. AREUHRUVRE-ERALOFRER

() REBEH
FM L
Q)RBE-ERALOFIREIE
AL




6. RMPOE

FE LA



0. ZICEET HIEHE

1. kK554

OF E
B~ b7 AR ERHE 0.03% SEC]
(2) %4
Bimatoprost ophthalmic solution 0.03% I SEC |
(3) &M DXk
%I E IS DML i 4 iE (— R4+ AE + Btk (B &)+ B %) Ik S&m4 Lz,

2. — k&

(% (Gfik)
E~h7mzk (JAN)

() F& (GRE)
Bimatoprost (JAN)

(3) AT L

TaRBT TV -prost

3. BEXANFTRERX

H

\ \\\\\W( " \/

T
WO

HO

4. RFRRUHTE

¥ : C25H37NO4
Sy & 415.57

&

5. tFA (% iE) XEXE

N-Ethyl(5Z)-7-{(1R,2R,3R,5S)-3,5-dihydroxy-2-[(1E,35)-3-hydroxy-5-phenylpent-1-enyl]-cyclopentyl} -5-
heptenamide  (IUPAC)

6. BR&.ME.BS.

izl

Plulll
dJjn
BH
dJjn




M. ARSI HEE

1. HEEZFNEE

(1) 5481 - 14K
AEEAE~HBIEAGBOKB K THD,
(2) B R
w R 5 DR R R B
xH/—1(99.5) RRET TV
2-7asR ) — v RRLETRT W
YruuRry s DT RT N
ViN Iz
(3) i 1%
M ERRL
MR (PER) . AR, BER
M ERRL
GV EERIEEMBTER
M ERRL
(6) 5 BL % %%
FMEEL
M Z0thoELTHEE

FESCHE [ally:+33~+39° (iAK M OWIABEY I E L6 0 0.1g, 7 b=k, 10mL, 100mm)

2. AT DERFHTICETSAREM

B PRAF Sk oxes: il BRI ERE it

E MR AR 25°C/60%RH 60 % A BT 2 (AT 2 —F ¥ L N
7S FTar A4+ —4F)

5 R R 40°C/75%RH 6 %A TAIETIR— M HR N

3. AMA T DHERRBRE. EEE

<HEREBE>
AR B B i

AR DANT IV LR G DB BASI A LB T DLE, TiH DAY VLR — W B0 LSRR O E ORI
Zid D,

Rk a<hrI7 41—

BUBHFE R B T R TR D~ DT A D — 2 L (R B ] 23285 L

<EEE>

etk ra~br 57 4 —




V. & %|ICBE9 5HIEHE

1. Bz
(1) HI i DR 5
AR

(2) REI D5 8 KR B HERK
S0 P B T KR IR A
Q) FEAMa—F
LR
Q) HE DY
pH:6.9~7.5, RFEEH:0.9~1.1
(5) £ M th
ZY L

2. BHI DR
MAEMESD CEHRS) DS 8 R UEMHA

W 5¢ 4 v b7 rANE IR 0.03% T SEC
BB 53 ImL FE~h7BAR 0.3mg
. NG ¥RV S L7/ I s 3 1 7 N [l WAVRANEONVE D Ry NN - (o 7/ NS ) 5 |
i i 7
QEMEFDRE
FY L

Qg
Y LR

3. Rt BBMRODERRUVEE

YLD

4. A

LW

5. BEATHABEEDHLIKHEY

BANIRAN T D REME DB LHHEW T, A DAk 73 DRLE TR MY (& kP RHE . &I ERY) K& OBA k5
filt 2 B T %,




I5R-E~F7 AR

5,6-h 7 A~ 7 1AL

6. REDEREEUTICETIRTEN

AR 17 G 1F 17 11 A7 E it R
BRI A7 R 25°C, 40%RH 367 1 B A (R AD) HL% Py
N3 2R B 40°C. 25%RH LA F 67 A RS (5 AD) HRAK PN R2
SR 2 2%

b 25°C 1205 Ix* hr* (valv g~ v,

T i A B A ISR R N
5 60°C 1% H B ELE (B AD)

X1 HIEHEB MR, MR pH BB E L REMERY RIEEMRL . & 2., B

)2 METEH IR, pH IREIE L, RIEMERY | RIS MERR . & &, BH

X3 JIEEE MR, pH REE T, RIEMERY  RIEMEME 1. & &

*HROMER BT BE 120 5 Ix-hr PL B % OV UT 48 A6 B = %L —200W -hr/m? 2L

7. AEERVEBRROREL

BN

8. thFLDESEIL (MEFHEL)

MU ERRL

9. "M

LW

10. a2 %

MEBIDELGER QX NEI’RRLGEF - SECHTIER

BAERRANA
(2) 3%

TPIAF v IRSE 2.5mL X5 AR, 2.5mLX10 K

R FREE
BAERRANA
HEBZDOME

RIREZ RNy fyo 7RI FLr TV R F Lo TLT7HL—]




1. plgiRftcsh2EMEE

BN

12. =Dk

AKFNE SmL 7 I7AF 7 SIRAFZRIZ 2.5mL FBEL TV 5,



V. AEICEIHIER

1. R IEH R

ok P B HIR E E

2. MEXRIIHMRICEHETHEE

BREINTHRN

3. RZRUAE

MAZRUVCAEDHER
1E 1.1 1RGSR T2,

(2) AZRUAEDHRERE B
FUE Rl

4. RERUVRAEICEHETHEE

TRERUVHAEICEETSERE
B IE B G KRR E T BRI 235 T2 T REME AN DD O T, 1 A 1 A8 A THR G LRnIL,

(fig )
fth > PGFoo 5 B IR MR K 22 B (TR LT,
fit > PGF2a % B AR RIRETHEIR G TOLRE TRAEMANEB LIZLOMRE DR DD, AR ZHERETLHLIR
T BERNBE T2 8EENHL0T, 1 B 1 EZEX TR LRVWIE, (20094 7 A 7 BAR ., VI E
iR 0.03% CTD1.8.2 k- &K OZOREHH S H)

(RBBELYETH)

5. B R AR

MBEERT—32/1\y5—
YL

(2) B PR 3= B 5L BR
FMEEL

B RAERTEFERAR
MR RL

(4) ¥ 5 19 5L BR
E R E ISR (05%FEO—IL SRR BHER)
JE & B i B A fk PN R S IR E OB AR 21T, 0.03%E < o ANGIRIE A WIRIC 1| 1.1 B 1 |
XX 0.5%F Fr— L IREAZMWARIC 1B 15, 1 B 2 B, 12 8 [ AR U7z 88 E % (b — 5 i I 17 B ] b i
MBREFERM L7z, 2O R, FEFMEH CTHHRBME TR (R G 12 B%) OIREZEMEIZER 1 O&BHT
BHY.0.03%E v F AT AR EE D 0.5%F F v — L S IR B 358 B 2R S,



F 1 mEEK TR RS 12 8%) OREZEE

" IR & 28 b il 7% Ol (mmHg) s
HA(BI%) (mmHg) [ 959 A1 15 # [< 71 ] BE R R
0.03%E <~ h 7 A IR i 7 (87) -8.2+3.5 3.4
o [-4.2~-2.5] P<0.001
0.5%F T — L IR EE (86) -4.942.2

IR JE ZE AL A - V- 24 fil = £ YE R 22 tRE AR KYE W 5%

0.03%E ~ h 7 A MR IR B OFIE R X 90 Bl H 70 41 (77.8%) IR D BV, EAREIME I35 I 7 M 44 41

(48.9%) . FEE DR (FEENEL KLV IELADE) 31 1 (34.4%)  IRZSFEIE 13 51 (14.4%) | IR A R0 A

12 %1 (13.3%) AL ARG 11 6 (12.2%)  FEIEEE 10 61 (11.1%) . A OBA 7 61 (7.8%) . IR 0 55 &

761 (7.8%) . HRIGVZIE 5 61 (5.6%) | IR D% BIE 5 61 (5.6%) ThotzV,

) R PEERER T572D, 0.03%E v N AN R IRIKFEL 0.5%F Er— LV SIRIEAE O IR EI A& b EDH
BT, 0.03%E < hBANSIRIEEIZIZTTT78REZ 1 B 1 ELGEMNSIRLE,

E R % 48 Ltk 85K BR (0.005% 54/ T O R AR i xf B BR)

T % R ik 8 ok PR BB S0 R TR AR & 3R 12, 0.03%E < b e A R SR X1 0.005% 74 ) 7 a Ak IR
ARIROEMIRIZIE 1.1 B 1B, 12 8 MR U728 7 2 (b B fi (R A2 08 %) 307 77 3% [ bL il B &
FEiLic, ZOMRKR, FHEFMEE THIREYKE TR (&G 12 %) OIREZ(LHEIZR 2 0LBVTHY, #E
MZED 95%E X O LRBIEL R FIE (A=1.5) 2B 20722805, 0.03%E < b a AN SIRE RO
0.005%7% /7 a AN IR EE 26t 2L R RENT Y,

F2 O WmEEIK TR RS 12 8%) OREZEME

T W 2 (IR EOVE A (mmHg)
A (FI20) (mmig) [ 959 {8l {2 4 < 1]

0.03%E <~ 7o AN IR ERE (71) -8.0+2.7 -0.6

0.005%5% /7 1A A R i B (63) 74428 [-1.5~0.3]

AR JE 28 AL A« S ¥ A HE R 72
FELMHERFME: A=1.5

0.03%E <7 u A IRIEREDEIVE X 77 B9 51 61 (66.2%) (258 O BV, T 22EIVE 1T #E IR 7 0 31 41
(40.3%) . BER DR T (HENEL, K BLARD%) 27 #1(35.1%) . IR A FE LS 8 1 (10.4%) . IR FHEEJE 6
B (7.8%) . IR D EF & 4 5 (5.2%) . 5 BETEIE 4 61 (5.2%) THo7= 3,

EREIEERHERSHER

JEU BR A KB A RN BE (R 38) XM BRI IE R E 23 812, 0.03%E ~ b o AR IRR AW AR I 18] 1.1 B 1
o] fe = 52 B R IR L7 R W1 % 53 B 2 2 its L7z, T ok 3. IRE 2L OB I 0L B THY | 52 HE[H %
WL T-7.2~-6.3mmHg O& P THRL L, 0.03%E~ 7o X IR O%L E LZIRE TR RN RSN,

|
S
T

IREZ(EE (mmHg)
®

(110) (101) (107) (106) (99) (104) (104) (106) (108) (105) (104) (101) (103) (102) (5%
0 4 8 12 16 20 24 28 32 36 40 44 48 52
AIERSE GE)

IR EZ AL DR

-12




BIE X 136 1 125 61 (91.9%) IZ38 D HAL, EREIMEMAIZEEORE (FEERRE KL RRD%E) 102 4
(75.0%) . AEMEFE I 61 B (44.9%) . IR MG 3R k35 42 61 (30.9%) . WL R ILAE 29 B (21.3%) . fiE %k (T
X —PERE R & ) 10 B (7.4%) . IRZDFESE 10 1 (7.4%) . IR D% EIE 9 1 (6.6%) . IEATEIR 7 4
(5.1%) TH-o7= ¥,

(5) B & - R e B L BR
% E R R L

(6) & By F
NEARERE(—BREARBERE . B EEANBERAET. EAMBELERD) . B2ERTET I N—IR/E.
HERTREBERZBRONE
HEERABBERAE
FEHE LT
DEABEHELTERFEONBXFIERLLAE -HBROME
YL
(1) Zz Dt
Rzl

1
]

10



VI. EMEB(ICEH T SHIER

1. REZMICHAEHLLEMRTILEYEH

RINTaRs ) TFaAN NIRTaRN AT a Ly )T a ARk
HE - BHEOHIMMEEDOMIE - DREI. KFTOBETFHRLESRTDHIL,

2. REMER

(VEREG-1ER%EF
VE R R AL« 528D I 5 B i H
TERBET : TeRZ v ANZ R BICERL, SEDRETRBE R 2 LIc B K HE 2R E T 52 EICKVIRIE A T B
EHDBEEZLENTND Y,
QEMEEMTHHEBRIE
TOREIARZBAR~DEH
AXI20.03% v BAMNRIRIK A1 A 1EIS H BB RIRLIZEEORE FREMEM X, T arxg AN F K
oL E IV ESNED,
B K12 E R
FNZ0.01% E~vhFrANERE AL A2E5 A MRE AR LZEE, SEIBGR B H K 2260 5K it &4 &
FISIRBE L L CTH B IS INSE 2 (T AF LA b —Hik) ¥,
BRETEMER
AL —Y—BREIZIVEIREZFZ I LIV LIZ 0.001% ~0.1% -~ N aANGIREEZER SR LZEE, T
TOM & TIRE TFREEHNBDLNE Y,
(3) 1 FA 5 TR By 1] - 45 o AF 10
FYE Rl

11




VI. EYENREICES 9 HIER

1. MPREDHR

MWARLADLGOPRE
YL

QBRKRABRTHERSN-OIFRE
fEEE R A (6 #1) ORI 0.03% '~ BANRIRKEA 1B 1.1 B 18 14 AMXKEARLEZEX 4 BHD
Mg e~ m AR T R IR % AR 8 4y Them i 2 (FEE +HE ¥R 7£) 0.061 £0.025ng/mL 12 L,
SR 1 REILLRR 1 30E & T BRAE (0.025ng/mL) K Thoto, Flo EMERBEY THD 17-7 ==L ) /T m R
BT TV Fa o i3V OB E IS THE & T ERE (0.050ng/mL) FKiii ThH-o72 10,

()R EE
FMERRL

DHEE-HAEOLE
FMEEL

2. RYMEERB/INT A4

(1) B A%
FMERERL
(2) W% IR 3 JE 7 #K
M ERRL
B)VHEREEEH
U ERRL
O DY PV
FMERRL
G)HnmBERE
U ERRL
(6) Z D
REIZ72L

3. B&EH ((REaL—3V) @

()i A &
%Y &R L
QNSA—LEHER
%Y &R L

4. YR
MR L

12




5. 5%

(1) Mo & — A BE P9 @ @ 1
M ERRL
(2) i & — R B BE P 3@ 8 1%
FMEEL
B EF~DFBITH
TR G TR P ~BAT 722808 E S TnD 1V,
D BER~DFBITH
LU E Rl
B)ZDOMEBADEITHE
P 0.1% H-E~vh 7B ANGIRIKE 35w L 2 R ICH[E SR U72 & & KM SH IR E s s il i, &R, IR
B, BRI, 8 MR BERIR . MRS IS, A AR Bk KRR B TR ONEICE ot . FLORR I
0.1%H-E~vh7 AR RIEAE 1 B 28 9 A RKEARLZEE MR SH IR E TR I RSB, A I, s,
BARIR, KSR B T8 MRS I K O A CHLE 8 5 Ll X CTELKRBHE M SR b 12,
(6)MBREAHRHEE
FMEREL

6. 1t #

(1) X 31 BB 4L B UMK B 42 BR
LM E Rl
QORBIBEETIBR(CYPE)DNFRE.FEX
M ERRL
QUEEBAHRODEERVZTDEES
FMERL
ORBYOFEOEERVEEL  FHELE
ZYERRL

7. HE

R A (6 #) I3 H-E~ N aANEHEIFF RN G Licls, %5 L2 H &ED 67.0%03 % 5% 168 BEfij £ T
IR T, 24.9% 238 544 192 B[ FClo3E gk S 19,

8. PV AR—E—ICEHT H1ER

%Y &R L

9. B EICLIREE

MU E R L

10 RENEREZHIHESE

W R R L

13



1. ZDith

AFNE EAERA] LI SR 0.03%) O fE BT SERMAIOFEIE K OVE & (B E) nNEYERHF LR
—ERBIVNF FHF AT ST O THY, pH M E | BEEREOW AL FHEE NI T22E006, A FN
IZR & B E Tz,

14



I. &€ (FRLEDIFESE)ICEITSHIEHR

1. BERNBETDER

EENTWHRWN

R

2. ERNRETDER

2ER(ROBHICFEFEELLGEVIY)
AFN D R 53 AR Ui BUOE ORETE R Db % B

(FE L)
ARFN DKL D@ BIEOBEREDOHD B E AR Z2H G LG 6 BBUEZE Z S 53 H 50 Tl Lawn
Z&,

(AREER LY E]

MEXIFHRICEHETIIRLENER

BESHTHRN

4. RERUVRAEICEETHEIRELEEDER

Va4 RERUVAEICEETSIRE OHZH

5. EEQEARMIRELENER

SEELEAMIEE

8.1 KD EIZIY MTE LR ~DEARILE (AT= DI ICE5@RE N, HDVIXIREFHOZ E13H
LbNAZERDD, ZHHITE G OB LR 2 IZH#EATL, £ 5 1L ICKVE I35, IR B 650 28 1k & OVR & PR
DAL DOWTIE, F G LR R 2 TR HDVITEI T 5 AT BEE R B DY ML AR A bic >V Td#E 5
PIEBBEELARNVIENRESN TS, IBA BITEORH TIXILE O AR ZEALITH M ISR OLNE M, K1
BOHEAIEOBE (AARAIZ W) ICBWTHELBRBROONTWD, FHICHIBE LG OB A AAIRTILE O
BRI ZERECDATREMENRDHD, ZNHOERICOVTIE, R RERA I/ THRNOT, BEEE
M2 8L, + Bl 228, &A1 @Lfﬁ;:ﬂ%@ﬁ#ﬂcowfﬁ%f’~“%%L/ikﬁw@é%m<
L IR D% BALOT I HDL VTR O, # 5 ORISR I E S 120285 & 12id, JKHEHD
DBE T OIOBRE AR ETLIL, [11.1.1, 14.1 B ]

8.2 RANE G- iz LEEE (RREREABRE, RRAEE, AIROHAL) RHLOLNDLIIERHDLDT, L&
D, EOFER . IR E OB RIER 2R T 556 1T B R T0I0BF I+ IcEE352L,

8.3 AKIDMIRE, —HMICEELNHODLNDEZENDH DI | JE IR E1E 5 CHEBE O /E S A B 8145 05
RIS BRI E T52L,

(fi )
8.1 AF DG LD, M ’?DEEHEEJ\@% SUEE (AT =2 O (XD ERE . HDVITIRE H D2 LA
HOPNDLTENHY | FFITILE R ILAE 12/ W28 272808 TN b, ZHHDRERIC OV TIL, & H

2B WA T2/ THRVOT, R ER OO BEZEMNICBEL, T O0BETHIE, HEITERLT
FINHDERICHOWTEE IS oHAL, Fio, IRie AL/, IREHOZ BAOTEHDOITEB OO

15




B 5 OBRITIR BRI B F IC DWW A ICE, IKSEWL2 VEE T BF IR E 7528,
I8 BIEA..11 MALDIE 0HEHBR

(AR SYEEE]
8.2 RADEGICIVFIREKEABEREDAIK LXBEENRHLONDLIZLRHD, RAE G PIILAD, 2o
B RMEOE BIERA R T25 0103 BEHICZ 2 TAI0BE ITHRE T,

(AR SYEEE]
8.3 AFOEEIZIV—HMICHERPHLLNLIERHY, TOREBTRREVIBIELITOL, FELT &k
CTBENDDD, BERBHLLATGEIE IERPEE TO2ETHRBEORELE B HEFEOERLITHORNED
BEZRETLL,

(EFRSYSEE]

6. HENEREEIIBRAICHTIEE
M EHE- REEZOHLEE

9.1 EHE-BERZEOHLEE

9.1.1 BAKBRAFBRIFBEALUOXEARDOESE
AR ELZE OHEMEE, R OZWIEENET2EZTEORER DS,
912 BN (ME L. RESRX)DHIESE

B CTIRIE EARAONTZLEOME BB D,

913 NURRVAIANBELTWSAREEDHLIEE

ALV SRANFEFE LIZEDOHRE R HD,

914 FAERBAKNEDEE

il R BR 37200,

(i 7
9.1.1 fth @ PGFo , 35 3 {4 s AR 35 CHE /K & KR SR N Lo X3 AR 0 B3 1 FE L7= 35 & 1T . SR A 35 BT V7
JEZ2E e EBERE, M OZFNICHEORNE T E2REILZEORENRHLIENDREH LTz, ZNHOBE ITITIEEIC
B ITH2E,

(RBBE LY H)
9.1.2 L PGF .7 K MR TR K (WLE %, SEIER) ObLBRE A LEH A, IBRIE EJERAL5
NIZEDOWENRHHZENLRE LT, IO B FITXEEICE G 7528,

(RBRELYELH]
9.1.3 LD PGFy ok B MIRIE TNV RATA NV ZAREIEL TWD AR OH LB E ITHE M LG G2, MK~
IWRADNHFELIEORERHLIENOILHEH LT, CNODO B ITITEEICK G752,

(RBRELYELH]
9.1.4 ARANIPAEM AN EOBE ~OE AR AR2NIENLRB LI, ZROOBH ICFERICE G52
L,

(RBRELYEH]

Q) EBHEEEESE
BRESHTHRWN
Q) FHEEEESE
B E ST RN
(M) EEREER T HE
B E ST RN

16



(5) 4x 4

9.5 %

W05 XTIE R U CO DR REE OB 52 R I IR LR N a2 LRSS B Sns5G A lIco B b7
HZE, PR ~TAI20.3mg/kg/ HLA FER OEE LS MELOCREINROONY TR -FILTVR
0.3mg/kg/ A UL LA OBELEGA IS BIERFEE (B CE) ZROLNLYY, ol ZNHET AR B L
BB B W IZIIT DR EE & (AUC) ITEMRIR K 06875 EL L Th o7z,

(fi 7
AR F AT PE Iy ~DE R BR D3 e <L R MEN+ 0 RFT S Qe nZEmbEE i Lz, 73, B B Ct E &
VERE R EFEENEDLNTND,
B0 SATIE IR L TV D AT BB OB D e MEIZIXIR R L OB SRR ML E RSB s D856 O 2% 5%
a4z,

(AR LYTE)
(25)X.2 BHNICBTIERXIBERER 0HES R

(6) B ALIR

9.6 ZELIF
BREOHEZMER OB REBOARMEEZEZEBL, WAL OME X IXT 2R 7528, BIMER (Tyh: HIR
N L) THLH P ICBITTEZEBHESHL VDD,

(fi )
ARANEE I O A ~OfE R PRSZ BIED T I RE SN TOHRNIEPLRIM LI, ok, B FEBRT
IR ~OBITRRD LI TND,

(AR RYREH]
(ZH)A.2 BHICETHIERIERR 0HS R

(MR

9.7 IMNRE
ANVR R o B E LT B R BB M L TR Ly,

(fi )
AHTEHNRFZ S R EUTRIRRBRZ R L TORNWIENLRHE LI,

(AREER LY E]
(Z2Z)02 BHICEBTIERIERER 0HZ M

B) =t E

9.8 B E
—RICAEBEEESME T LTS,

(iR )
M LB AR PR S O A B BENMK TLCVWAZENEL ERLORBIERAREE LT WHEANICHY,
— R AICER L OB GBI TEHE IS T O REBRDLETHD, AFNIX, EEE IR G LEE S0 &M
DB ENTWARNIEND, — K REEELTR# LT,

(RBBKIYREHER)

7. HE{EH
MHEZERETOER

REINTHRN

17



QHREIELEDER

10.2 BEAERE (HFRAISEETHIL)

2 4 5 B A B - I 0 HeFE - SRR T
SaRA IR AIRA | BRIE E R AR 0 )
S5 S a A4 A IR A = RBBIO, B A5

e

RH O IR DR L2 IREE L5 58 bt LB 258 % = b i i LT, 5 B 12>\ Tl

FHChD,

(R LY H)

8. BI{ERA

1B

IRALE ZATHOZ L,

ROBEMERMBHELNLZERHLO T BE L+ IATW REPBEDOONTEL I3 R G2 Ik T 50 HY)

—~

1) EXGEIMEREMHBER

111 EXGEIEA

[8.1z ]

111 WEERILE (13.2%)

(fR )

I ARLE T AT RRBE-ELBENRHL-O, BELZEHNNICZEL M ARILERHODLEL
LA AR IREBIOEC TR G 2P IE T2 DR EZ1TIZE,
VL5 EEGEAMNIBLENER OHEHSM

(AERHLYTEHE]
) Fn D &£ H
11.2 O OEIER
5%LL k- 1~ 5% Jifi 0.1~ 1%A 7 B8 FE A~ B
EEORY (FEE | R, EERE, | SRAELE . RBRRE, | SEIERX, &
NER VB | BB H M, BikE | B TE,BE, v | BEZE, @A
) (52.8%) A% | FE. IR B IRB | R—LRFEZE RIRAE | L. RIRE.
M Fe i (44.9%) . | FOFEE.RBEE, | K. ARMLEHAE Y | BEKSWIEKT
iR iR B o F k% | BIE. RRABER, | K. IREE., RO E
(20.5%) \IRZ52F | AROLA BRI, | K. .BH. EZH. AN
JE (9.6%) B | ZFH.IBORFEKGE | BB, RFEE . AN IK
% B iE oo, Nl o X | TR RS, R EkER
) IFAFIRE K. IRE RS
I8 B% = Be O iE FEAE L i i T
WAL 28 ERN R
-0 2 N ik
JRYE I . CKE AN NE/EZ. 28D E
VN, B MR, B, |
Tt I ER F 8 n . ALT (GPT)
Hhn, v — GTP#
) [15.1 & ]
(fR a0
BIEARROONIZH G, & 52T L7500 H U RAEEZITIZE,
.12 ZO/MDEE OESR
(AERHLYTEHE]

18




RRRERRICRIEFTIEZE

BESHNTHRN

10.

BEXRS

BESHN TV

BRALDIE

A ERALEDEE
4.1 ZRXFEFOEE
BAE IS LU FORICER 72084528,
FIRIG R L OT | AR D EE | FAF O N EEE B IR WIITEE 3528,
CBIRAFB LU CREEENICEIRL, 1~5% Fﬁﬁ%ﬁﬁbﬂ% WAL E I ®, Big o528,
cHBOLE EBIREKEEEICOWEGAITE, TICSERD), B T528, [8. 12 ]
A O SIRF A O T 55 A 1R, A AKEbin Ul LERAD T TrbRIR T,
CARBNZE EFNTWDRUY La=my L, Y7 har Z I RICRETDHIERHHDOT, avZ I L v X
EHLTCODE A IEARATICL Y XES L, SR U ERBHBICHER 7528,

(fR )

- AR A O — R B EOER THHIENDLR B LT, RIRDEE AR OLmNE S B ([Tl IRIF M

B E SIS R T 2B TN DL, IO G ko O KAV QB R 2 i k3570 i #l L7z,
(AREER LY E]

C R RWE TR R e LRI R B D 2 RN SN ZEN DD, PR kORI 2 E A L TaE s I E

Wl 722080, EHMHORMERZE | SR EIREZRDOLIDICTE LT,
(2023598 kY& ]

CRIROLE R ICH SN ZZOERICL TRLE, B IR S TRESRZY, BRI O 652 b R & B

DL BALBE STV THAEE DR DD, HSNIRIBTTER BT =BT 4y aTEHEMDM, WH T E
THIE, WS EREGERMIBELZDER DHSM
(AREER LY E]

MO RIRFEHHFTDHE OB REH LOEE THLZLNERM LT, HFHROMBIAR 52546, %

WZRR L7238 4 238 22 D IR L2 R AN Ko T Wt S CL £, i o mUIRFI EOFH § 25 & 1213 F A IS E
Zh 20D Eb 5 U EOMEEZSH T TRIRT I ET 2L,
(ARG RYREE)

VTRV H IR R RPN a =g MEAC S O RIRIEOR D ERE LT WM E THY, LRI E LN

12.
(1)

YN A= MG A EEE AR TR RS HD LD RA S RATICL X EA L IR T DR a
= LHEAC IR E DT IR T LRIV o XEmEN 755083528,
(AREER LY &)

%@ﬁﬂ@/jz,u\
BR ER 6 A IS & DIE R

15.1 EREREAICE OCER
BEHI#% CREBICIEBOREBLZEBELEZE S, IRIBAFIR I DEHE CRODLNALEORENRHHT, [11.28
]

- 19 -




(iR
B H it THEICIRB ORBEZER LGS, [KEEAEIRI BEHE TROONIEOME BHD,
VI8 EI{ER DmHZH
(EFERSYSEE]
() EEERRERICE DUER
B E ST RN

20



X. JEFEREAERICREA I 5 E

1. FEHER

MEDEEHRER

TVI. 2D FEPRICRA3 25 A J oS R
QDR ERHER

FUE Rl
(3) ZDth DEE R

MM E Rl

2. HHHR
MWERKZESHEHRR
FYE R L
QO RERESHEAR
LU E R L
Q) EECHEMERAR
FYE R L
(4) DA TR 5 BR
FYE R
G)EBRESHEAR
IR~ A2 0.3mg/kg/ H LA E&2R OB G LIS A0, FEK OCRENRBDLR W IR - #IL7 v
0.3mg/kg/ A LA F&E A& E LGS, BIEHEE R TCE) BBOLNE 1Y, 2B, ZhOFT AARELE
BR OB BN 12 I1T D0 R & (AUC) IFe R R RKF D 68 5Ll L Th o7,
(6) B P 0l 38tk &L B
FYE R L
M EFDHOEHEMN
ZUE R L

21




X. EEMEIEICEHYTSHIER

N

s =%

i Hl G EEREL (FEE-EMEOLGFEICLVERT5ZL)
HRhAR Gy Y L

- BB

3 4R (8 MERUBR A SR 2K 5<)

E IR AR AF

RV EDEE

BREINTHRN

 BERTEM

CHBERMERLTAN @ HY
LTYOLEY : HY
cZFOMOEHEFTEM  RIEIFEZE (https://www.santen.co.jp/medical-channel/tools/shizai/?from=glonavi)

— B AR E

AT FE =G THY, eI E I GIIT I SR 0.03%) TH D,

. EREEFAB

2001 £ 3 A 16 A

CBERTARAREABRVEARES . EMELENHFEAL. RTHBFEAR

AGEAEAH 20184 8 A 15 H

K FR 5 1 23000AMX00631000

SN S EACHEAE A A 2018 45 12 A 14 H
IEBHAAAE A H 20184 12 A 14 H

MEXIFHREN. AERVAEXEENFOFERBRVUENORNE

LW

22



https://www.santen.co.jp/medical-channel/tools/shizai/?from=glonavi

10 BEEHRR . BB RLARFABRUVZOARE

BN

11. BEEHM

YLD

12, REHFE SR ICE 3 51F ]

AN, HEHM BT 25 BBIZED SN TR,

13. £ —F
2 5 {8 A S il s 7E 18 51) [ 3 = — R SR L7 NER LB
A [ S e (YIa—1) HOT (9#f7) & 5 N I
1319757Q1035 1319757Q1035 126469201 622646901

14 R LDIE

BE SN TW W CRANIRZ W @i o 1% 38 B3 5L Th D, )

23




I. 3k

1. 5| A 3@k

1) 25 AH Bb e 3R (904 3ABR) (2009 45 7 A 7 A KGR . VIH L AIRIK 0.03% CTD2.7.6.4) (66740)

2) b W, i HESLWIRE. 2010;27:401-410 (66696)

3) B IIAH e 3K BR (3-03 3XER) (2009 4F 7 A 7 H &G VIV HRIR 0.03% CTD2.7.6.5) [66820)

4) FFE ', f:HOLWIRE. 2011;28:1209-1215 (66697)

5) FEUMHEH& 53R (3-01 3ER) (2009 F 7 A 7 HAR ., VIV AR 0.03% CTD2.7.6.6) [66821)

6) TEABEF (20094 7 A 7 AR, VIH SR 0.03% CTD2.4.2.1) (66741)

7) B aANORE FBEERICK 757022 AR OMEM (2009 42 7 A 7 H &R, VIT R IRIR
0.03% CTD2.6.2.2) [66742)

8) Woodward DF, et al.:J Ophthalmol. 2010;2010:926192 (66698]

9) Woodward DF, et al.: J Pharmacol Exp Ther. 2003;305:772-785 [(61351)

10) 25 T4H 14 B R AUIRFER (902 3X5%) (2009 45 7 A 7 H AR, AMIA VAR IK 0.03% CTD2.7.6.2) [66737)

11) MR TLFT PEE (2009 4 7 A 7 A& VIH A AR#K 0.03% CTD2.6.4.6) [66736]

12) $VICBITDH A & O 1 A IR 12 5% O IR P IR B (2009 45 7 A 7 BRR ., VIV AIRIR 0.03%
CTD2.6.4.4) (66738)

13) % T A B (192024-005 X HR) (2009 4F 7 H 7 BAF . AVIA A HRHE 0.03% CTD2.7.6.7) [66739]

14) v AW g W H A ~ DR BB 3235k (2009 4 7 A 7 HAR . VIT VA AR#K 0.03% CTD2.6.6.6)
(66734)

15) Zy M ART . HE# 058 £ ONSRE A R (2B 2508k (2009 42 7 A 7 H KRR VI IR 0.03%
CTD2.6.6.6) [66735)

16) Herndon LW, et al.: Arch Ophthalmol. 2002; 120: 847-849 [61399]

17) Aihara M, et al.: Jpn J Ophthalmol. 2011;55:600-604 [62937)

2. ZD DS E X
A SR 7 R

24




XIO.3E28H

1. TENETORERTRKR

LAV (FEFEL TV (2024 4E 7 A B )

2. BHIHEITHERERIIEFR

EIRICEA T 5B N ER
RKIFIZBITAHEOE Za2hl THRFICHTHERET9.5 4G L ON9.6 I IF | 0O #HIZILL FTDEBYTH
V. KEOTA CE, KEO SPC. A—ANUTHHE LT RS,

I HEDEREZAIHSIEEFICEHIIIE

9.5 4R
I TR IR L CO B A REE O S AL MEIZIE, 1A EOR R ENEREE ERIS LB ENA5 A ICORE 5352
Eo B MR~ A120.3mg/kg/ A BA &R 1 5 L7285 412, Wi pE e VR E AR D BN TR - 82 3L 7~ M20.3mg/kg/
HUL EZRO#G LA BIEHEE (B IRETE) BROONEY, 2k, ZHOET A ARBE LB OB 82
BT DM EE & (AUC) 1T AR D685 UL ETh ol

9.6 ®3I%
HBIRFOFEBZRMER O RBEOE M ZE B L, AL OMKE TP L Z2Ra 7228, B ER (Tyb: iR B
5) T HFICBIT AL E SN TNBID,

K E OWRAT SCHE (2022 F 3 A) *

USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

There are no adequate and well-controlled studies of LUMIGAN® (bimatoprost ophthalmic solution) 0.03%
administration in pregnant women. There is no increase in the risk of major birth defects or miscarriages based

on bimatoprost postmarketing experience.

In embryofetal developmental studies, administraton of bimatoprost to pregnant mice and rats during organogenesis,
resulted in abortion and early delivery at oral doses at least 33 times (mice) or 94 times (rats) the human exposure at
the recommended clinical dose (based on blood area under the curve [AUC] levels). These adverse effects were not
observed at 2.6 times (mice) and 47 times (rats) the human exposure at the recommended clinical dose.

In pre/postnatal development studies, administration of bimatoprost to pregnant rats from organogenesis to the end of
lactation resulted in reduced gestation length and fetal body weight, and increased fetal and pup mortality at oral
doses at least 41 times the human systemic exposure at the recommended clinical dose (based on blood AUC levels).
No adverse effects were observed in rat offspring at exposures estimated at 14 times the human exposure at the
recommended clinical dose (based on blood AUC levels).

Because animal reproductive studies are not always predictive of human response LUMIGAN® 0.01% should be
administered during pregnancy only if the potential benefit justifies the potential risk to the fetus.

Data

Animal Data
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In an embryofetal development rat study, abortion was observed in pregnant rats administered bimatoprost orally
during organogenesis at 0.6 mg/kg/day (94 times the human systemic exposure at the recommended human ophthalmic
dose [RHOD], based on AUC). The No Observed Adverse Effect Level (NOAEL) for abortion was 0.3 mg/kg/day
(estimated at 47 times the human systemic exposure at the RHOD, based on AUC). No abnormalities were observed in
rat fetuses at doses up to 0.6 mg/kg/day.

In an embryofetal development mouse study, abortion and early delivery were observed in pregnant mice administered
bimatoprost orally during organogenesis at doses greater than or equal to 0.3 mg/kg/day (33 times the human systemic
exposure at the RHOD, based on AUC). The NOAEL for abortion and early delivery was 0.1 mg/kg/day (2.6 times the
human systemic exposure at the RHOD, based on AUC). No abnormalities were observed in mouse fetuses at doses up
to 0.6 mg/kg/day (72 times the human systemic exposure at the RHOD, based on AUC).

In a pre/postnatal development study, treatment of pregnant rats with bimatoprost orally from gestation day 7 to
lactation day 20 resulted in reduced gestation length, increased late resorptions, fetal deaths, and postnatal pup
mortality, and reduced pup body weight at doses greater than or equal to 0.3 mg/kg/day. These effects were observed
at exposures at least 41 times the human systemic exposure at the RHOD, based on AUC. The NOAEL for postnatal
development and mating performance of the offspring was 0.1 mg/kg/day (estimated at 14 times the human systemic
exposure at the RHOD, based on AUC).

8.2 Lactation

Risk Summary

It is not known whether topical ocular treatment with LUMIGAN® 0.03% could result in sufficient systemic
absorption to produce detectable quantities in human milk. In animal studies, bimatoprost has been shown to be
present in breast milk of lactating rats at an intravenous dose (i.e., 1 mg/kg) 324 times the RHOD (on a m2g/m basis),
however no animal data is available at clinically relevant doses.

The developmental and health benefits of breastfeeding should be considered along with the mother’s clinical need for

LUMIGAN® 0.03% and any potential adverse effects on the breastfed child from LUMIGAN® 0.03%.

$SLUMIGAN® 0.03%

BE[EH D SPC (2022 4F 4 ) *

4.6 Fertility, pregnancy and lactation

Pregnancy

There are no adequate data from the use of bimatoprost in pregnant women. Animal studies have shown reproductive
toxicity at high maternotoxic doses. LUMIGAN should not be used during pregnancy unless clearly necessary.
Breast-feeding

It is unknown whether bimatoprost is excreted in human breast milk. Animal studies have shown excretion of
bimatoprost in breast milk. A decision must be made whether to discontinue breast-feeding or to discontinue from
LUMIGAN therapy taking into account the benefit of breast-feeding for the child and the benefit of therapy for the
woman.

Fertility

There are no data on the effects of bimatoprost on human fertility.

5.3 Preclinical safety data

Bimatoprost did not impair fertility in rats up to doses of 0.6 mg/kg/day (at least 103-times the intended human
exposure). In embryo/foetal developmental studies abortion, but no developmental effects were seen in mice and rats
at doses that were at least 860-times or 1700-times higher than the dose in humans, respectively. These doses resulted
in systemic exposures of at least 33- or 97-times higher, respectively, than the intended human exposure. In rat

peri/postnatal studies, maternal toxicity caused reduced gestation time, foetal death, and decreased pup body weights
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at > 0.3 mg/kg/day (at least 41-times the intended human exposure). Neurobehavioural functions of offspring were not

affected.

SKLUMIGAN 0.3mg/ml eye drops, solution

F—AIVT DL TITRT,
A —ARZUT53%E | B3 (20244 6 A) * % TGA Prescribing medicines in pregnancy database

(% OB

Z—AKZVU7 43 #4 (An Australian categorisation of risk of drug use in pregnancy)
Category B3: Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or indirect harmful
effects on the human fetus having been observed.
Studies in animals have shown evidence of an increased occurrence of fetal damage, the significance of which
is considered uncertain in humans.
NREFICEETAREHR
KRBT OHFEOE RE2A TOELTICHATLEENT /MEE ORI TOEBYTHY KEOIRAM CH,
J[E D SPC LITRRD,

I EDEREZEIHEEICHITLHEER
9.7 /NR
AN AR R LT i R BRI SR M L TRy

KEOWAMCE (202243 A) *

USE IN SPECIFIC POPULATIONS
8.4 Pediatric Use
Use in pediatric patients below the age of 16 years is not recommended because of potential safety concerns related to

increased pigmentation following long-term chronic use.

NSLUMIGAN® 0.03%

YE O SPC (20224 4 H) *

Paediatric population

The safety and efficacy of LUMIGAN in children aged 0 to 18 years has not been established.

X LUMIGAN 0.3mg/ml eye drops, solution
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