RET—2V—F

Timolol / Dorzolamide
RES WETA:
11.1 2025/04/14

BERE:
28814-00026

€3 MSD /) e

Formulation

BiIEIZRETH: 2024/09/28
#EYERH: 2014/11/06

1. eZRREUSHITER

L RDBTF

Timolol / Dorzolamide Formulation
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HieEDSHEH
e

=5
==

EES

EFA—ILTFLR

RERERES

HRERARRUERAEOHR
HRER®
{5 FA £ DIl RR

MSD
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GHS 5 N ILEHR
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FEMREEE
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FIREE

X5 1 (DERME R, hRmER, HIEE, i)

2

ek

H372 REAICH =5, RIIREREICK HER (DEMEZR,

hREER, HILE MM DEE.

ek
P260 2 X F/EHRZEZ|RALLGEWN &,
P264 Euik WMRIIEEFE L CHES 2 &,

P20 COHRZFEAT HEEIT, REXRITEEZ LGN

Eo
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RET—2V—F

€3 MSD /) e

Timolol / Dorzolamide Formulation

RES HETA: BERE: HIEIZRETH: 2024/09/28

11.1 2025/04/14 28814-00026 PE{ERA: 2014/11/06
HRIEBE:
P4 SR HhENEZ(X, EBRDESR /" FUTERITH &,
BRE:

P501 AEY)  BHRERDINNEERICERT S5 &,

GHS S HAIZEZY L S LMt fElR A Eit

HMEZL,

3. MR URSTER

EEHE - EEYORI BEEY

5%

L4 CAS &= E2HE (b w/w) BN TREE
B85

Dorzolamide 130693-82-2 >»=1-<10

FEO—ILTLA UEE 26921-17-5 >=0.1-<1

BRI FTLZOL 139-07-1 >=0.0025 - <0.025 3-2694 / 1-
215,1-215 /
3-326

RO (T RITUI) DAF |139-08-2 >=0.0025 - <0.025 3-2694 / 1-

IWFUEZDLYAY R 215,1-215 /
3-326

4. HRHEE

— BRI 7 F/NA4 R

W®ALGE

REBIZE LI5S

RICA-E=BE

RAAATZIGE

EHDGEL, Ko TChEBNEEFIELICEEDZERE:
Zit5,

ERMNRSICIBE. THEIRMLAHIIEEIX. EEFDIETE
Zit5,

WUAATZBE., FiEZEROBIABET 5,
EENEZZ(T5,

EBML-15E. EBICEEERITALEZSEDKTHEHLNRT,
FELEKBRELUHZER <,

EENEZZIT5,

BEADRIZKIREXD .

HEBFERT IENELITES,
FHHEBEL LT, KTERZ%%T 5,

FEANHY BT ABEICIEEBREETESREZIT5,
MARAATIIEE. BEICHEMZL,
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RET—2V—F

€3 MSD /) e

Timolol / Dorzolamide Formulation

&S WETB:
11.1 2025/04/14

BERE:
28814-00026

BiIEIZRETH: 2024/09/28
#EYERH: 2014/11/06

RAMERRVCEREERDOR

HEELGHIRER
BEEEET S2EDRE

EEI Y S RAEREE ¢

ERLEZEZZITS,
KTAZEXLCTT
R#ICH=5. RFIREFCBIZLHBROES,

HAMAEEFBLDREITEREZLL, HESATLSR
EREZFERATH L, BEORREMENHDISEEE. HESD
BYREANREREZSRBOCE (HE8Z23H) .
XEFREB I URMEREZERTSH &,

5 KKFrDHEE

) 73 K

50 TIX7E B ALV KH
HEORBIRAEN
HERGEIED

BHDHERGE

HRZTSEDRE

JKIE$E

fit 7 )L a—JLiasH A
“EbkZz (C02)

3 2R E K

HMELZL,
RREERD~DBREIRRICEEZRIETEENHD.

REERIEY
=51t (NOX)
BEBRIEY
151k &

RGOKRR & BHIREICIE C CEVGENFRZALS,
KAHDBERZAENT H-OICKZEET 5,
RETHNIETKRIEBE IV THZ XKBEENSBET
RN oRESED &,

NKBFICIE, BRXTFRBEERT 5,
REEZERT .

6. WHFFDIEE

AKIZHS HEEFEE, RE

BERUVEAREE

REBEICHT HFTEEE

REEZERT .
ZEGRMYFZLDT (R (HBE T 238) . BAARE
BoHERRICEN B8 ZE3H) .

RE~OHREZEITHI L,

REFHEALTHDL, BNAOIENEFLEDD,
GEREICIEEDIDZEHSC HERAOFERIIA AN TIHE
I2&3),

FERINERKEREL, DT 5,
MHEMNELCEIRTERGZ VLGS, A BREKISERT 5,
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RET—2V—F

€3 MSD /) e

Timolol / Dorzolamide Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

1.1 2025/04/14 28814-00026 #EERLB: 2014/11/06
HLRADRPHEDFERD @ FEELGRIM TRINEE S,
2] ZEICCENTIBE. MRIEZZECEOHEYLH LADFE

EZBELT. GABBVELSITTHI L, RRICERLEE
MERDITRVEFEIENTEZEHHEEICIE, BURLEY
B EYGBRHRNRET 5.

REME T B ERINFITRET S &,

AEMZERE. BETDIRICIE, SMAFBRBRESLIUVEOR
Al >THREST H &, EDOREIZERSAIHEIZON
THLRAKETHD. EORUNERSINLINEHZET SREDN
H%

ASDSDIER BHLV L ZENT, HABBKRELVED
EIRFDEEDY .

1. BEVWRURELOZEE

&Ly

XL POE S
BFr#R, RS
ZEREIEFER

e ok ] 3
BAERE

rRE
RERRESH

EMELEYE

L BHLERVRERBEDEDRFENRESE,

B HBRREBDT CTOHMERT %,
SRMEKERALLGWNI &

BRAAFERLY,

REDiEfLZE TS,
BE~NODRPOE-IIREEMERT S,
BIEWRIIEEZ L CES Z &,
BISBERAEOKRICE DS, EXEHORBESLUREHD
EITHREICHVERYIES 2 &

COEREFERTHEEIC, RBRITEEF LGN &,
RNUCEEYEHLEL. RENOBREZR/NMRICT 5L 5F
B9 %,

E&1E &

BEOERAPICIEEZME~DIEIL BEDUREENHDHE L.
FEEBROELIZTA ISV VI VATLAELUREY ¥
D—%FZEBELTLESLY,
FRATIEIRBERUVBREEZILT D,
FERINF-KRRIEBERT SENEET S &,

27U TADPRMEARL—aVCF, ToP2=7a
vho—)L, BULGEARESRE. BULKRLES K VE
EBREFIE. EXFLEER. EXERLEERATHOERDOL
Ea—%8T0ELNHYET,

BYESRILDDWVEBRRBIZANTE
ZEDREICK-TRET S,
ROBEFEEE V- L LITEE LA
EER AL F
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RET—2V—F

€3 MSD /) e

Timolol / Dorzolamide Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
11.1 2025/04/14 28814-00026 #EYERH: 2014/11/06

REGFRDEMH

BSGEVME: FMRGL,

8. (F<HMMIERUVREHE

ERRBICHE T IRAHNRBRE/FHFRRE

D% CAS &= B2 (REN | EHEE/RERE | HA
&) BB | HRERE
Dorzolamide 130693-82-2 | TWA 10 yg/m3 (OEB 3) | NER

R B

HEERYHIRR | 100 ug/100 cm’ RER

FEO—IILT LA UEE

26921-17-5 TWA 10 pyg/m3 (OEB 3) | &R

HER B KRB

[ X =E Y HIRR | 100 pg/100 cm* | MER

BB 0

fRiER
MEIR FRREER

T4NE—847T
FORER
e

]
RRORESR

RERUVEADRER

SPEREZEETAICRBEVNLEIOCT7Y) VIEBE LU
HERMEFERALET B, B]EHSELZWNI A v I BER
0 o

2. REEBPLUVRBEZRET S0, 2T00=TF) >
SEBIIRBRETICEYERSA, WEZIZHRUVLERES L
LLELHYET,
BRECOINFHESLIUVEETELRVWIUTADEESMOEE %
<S5 AT, BEAYOBREICEYGIIHEMABRELLY F
T ., A—TF T o4 RMEIT A R),
=T Ry E&IMELET,

B BFHEREENFIATERMES. i#ﬁ@(%&ﬁ
THEHA FS4 VOERANDIEL BN RINHZEIE.
WMREREFZFERALFEL £,

WHFRAEA T

it 28GR 1 F 4%

FREZETERATHIEERFLEL LS,

Y4 Fo—IL FHERERED LLXT—T I EEFRAT 5,
FEREL LIIEZERICROSVVRE, S X+, T70Y
W ELRRET HIG5EIE, BYGI—YILEFERT S,
MLA. SR HLEFI7OVLICE EES LSS
AREMEAHDIEEIE. T —AV—IL KL LLIFZZFDIEHLD
INI7z—RABOTOFooavEBERALEL LS,

A= T74—LHLLKIIEBREA—rEBERALEL LS,
MEBRENBELAWVWESIC, EEINDFZRVIZEDE, K
EEOH—ArZEEMLTHERALELLS (Bl. R1U—T
Lyy, T70>, RFR, FOMETR—YRE)
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RET—ZV—k €3 MSD /) e

Timolol / Dorzolamide Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
11.1 2025/04/14 28814-00026 #EYERH: 2014/11/06

FBRINEAIREDHIRERER CIESILEY LA ETT

TLTIZELY,
9. MEMHERTEZEHEE
YIRIK RE DRIk
& D Ef
Ry L T—A%L
R LEVEDE L T—8EL
b e R E B L T—A%L

BRXINBRRVBEER © T—24L
AIRE (BR. KUK .
AIAE GRAK) L T—REL

BRETRARVERELRR AIHARR
BREHEDLR /AR ER @ T—427%L

&

IREGEHEOTR/AIRTRE : T—42%4L

&
CIPS= D T—=AR%EL
NERE D T—AR%L
pH . 56
RERE D TF—AR%L
BARAFENEE D TF—AR%L
FhE

ENFLE (BhRLTEER) D T—AR%L
BRE

KiaH ]

-8/ =L/ KNEBREH @ T—2%4L
(log &)

AR L T—R%L
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Re27—8o—t EIMSD /A

Timolol / Dorzolamide Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
11.1 2025/04/14 28814-00026 #EYERH: 2014/11/06

BERV/RIFHEMEE

tbE ©1.02
EE . T—A%L
B A RZE L T—A%GL
BRI DOBRMTL
[ Ak D AHAFRBREEME L LTEIEIAGL,
nF=E . T—Aa%L
MRS
MFH A X L T—8%L

10. REHERFRGHE

Gt D RISHRERE LTIESESI AL,
LR E S D BEORETERE.
BERAEE R ATHEE D BBUOEBERIERET HIELNDH D,
BETBHREEN ORI L,
BfERmE D ERMEH
BIREELE N BERY D BRAEELGSBERDITA SN TULVRL,
11. FEHEH
RN H I RERBOER © |A
RS &
EEY

RICA-=5&

FoliE-1id

FIFAARE R ERICE DK R Y NETELLY,

®Ha:

aMEE @&n) O RMEMHEME: > 2,000 mg/keg
FHik FHEICKDAE

B5:

Dorzolamide:

7125



RET—2V—F

€3 MSD /) e

Timolol / Dorzolamide Formulation

&S WETB:
11.1 2025/04/14

BERE:
28814-00026

BiIEIZRETH: 2024/09/28
#EYERH: 2014/11/06

=2EE (#&o)

2EE (RA)
2MEE BR)

FEO—LT LA VEIE:
24Ed @&o)

AMENE (ZOthoZEE)

BRI FTFY=0L:
AEEE (8O

anst (kA
aAnst BR)

—_ " N

RODIL (TFESTUL)
AnEl @ &n)

anst (kA

ansETt BR)

REEE Rt

LD50 (S« k): 1,927 mg/kg
LD50 (w2 R): 1,320 mg/kg
& T—2%GL
& T—2%GL

LD50 (S5 = k): 1,000 mg/ke
LD50 (% 9 R): 1, 140 mg/ke

LD50 (= ™ R): 300 mg/kg
BREZIK: BN

LD50 (= ™ R): 800 mg/kg
BER® KT

LD50 (5« k): > 300 - 2,000 mg/ke
5% T 2MELI S/ ONFT—2IZE DL

TERAD M FIRBEICERETHS,

LD50 (%94%): > 2,000 mg/ke
5% T 2MELI S/ ONT—RIZE DL

SAFITUE=ZDLYOY K

LD50 (T v ): 397.5 mg/kg
75i%: OECD SERAHA K54 > 401
HE BT smEarFonf-T—2I12&ED<

TEAAD M HFRREICEEBETH S,
BE BT APEIEON-T—FIZE DL

LD50 (24 ): 3, 412 mg/kg
& BT MEMSBOAT—RITE DL

FATRELAERICEDCRYDFETELL,

%
FEO—ILT LA VEIE:
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RET—H—F EIMSD /A

Timolol / Dorzolamide Formulation

&S ®ETA: BBES: ATEIZRETH: 2024/09/28
1.1 2025/04/14 28814-00026 #EMERE: 2014/11/06
2 R
Ak C RLa XEER
LEES D RBEREGL

BIERVY FTYZDL:

£ LS
R D 3~ HHEERT LS EBRELNHS
e D Rl AMELN LB LON-T—FIZE DL

RUDIL (FRSTUIL) SAFIIFVE=ZDLYOYE:

£ LS
R D 3~ HHEERT S EERELNHS
e BT AMELISBLONT—2ITE DL

RIZx 9 5 ERTIRGHE RRIBE
FATREGERICEDCRYDETELL,

D%

Dorzolamide:

i YL

#HR D BEORRE

FEO—/LT LA VEBIE:

2 Y

HHR D BEEORRE
L] DN

HHR © BR~ORIEA L

1 LooYE

E D RIS A ARALMEE

BE BT AmEMIMELONET—RIZE DL
RUDIL (FRSTUIL) SAFILT7UEZDLYOY K.

& R 2=

ER D RIS AR EE

BE D BT AMEMIMELN-T—RIZE DL
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Re27—8o—t EIMSD /A

Timolol / Dorzolamide Formulation

REE ;ETA: BEEE AiIEIERETA: 2024/09/28
11.1 2025/04/14 28814-00026 #E{ER B 2014/11/06

IR 35 B AE 14 S I3 B2 T A 1

A 3

FIRAATREIERICE DR Y DFETEALY,

IO 2 R AE 1

FIRAATREIERICE DR Y DFETEALY,

B4

Dorzolamide:

B ) D RFUNVAE—T 3 UHER

REOIRE D RS EfR

i D EILEYER

R D OBVEREEME

BRI FTFOZIL:

HEgA AT . BEa—5—%

REOIRE D ORISR

i D EILEYER

Ak : OECD FHE&H A K>+ > 406

HER COEM

5% D BT AMEMELONT—RIZE DL

RUDIL (FRSTUIL) SAFIIFTUE=ZDLYOY K

HEg4 AT D BEa—5—%

REOIRE D EIEE

& . EBILEY R

Ak : OECD HERHA K541 > 406

#HR Do e

e D T AmELLELONET—2IZE DL

SEMRERRY

FIFARE R IERICE DK R Y DETELLY,

B4

Dorzolamide:

in vitro TOEEE%E D RERAA T REREE
R 2

HERAA T FIA)BHET vEA
FTRARURT L S5y MTFHIRE
R et

HERY A T in vitro BELBYMIEGEFERHR
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R&T-8—b EIMSD A

Timolol / Dorzolamide Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
11.1 2025/04/14 28814-00026 #EYERH: 2014/11/06

FRMRATL: FrA4 Z—XNLRE — 5

R 2t
HEE2 4 T MAEMER WS EIREAZET EHER (AMES)
R 12t
in vivo TOEEEMN D ORERAA T 2BELSHT
. w9HX
R 2t
FEO—LT LA VEIE:
in vitro TOEEEM D REBRAA T MAEMERVWSEREALT EHER (AMES)
Fi%: OECD HERA A K54 > 471
R el
in vivo TOEEEHE © HERA A T in vivo /INMEEER
FB:.w9R
Hi%: OECD HERA A K54 > 474
R e
BIERVYI FFO=H LA
in vitro TOBEEM D REBRAA T MAEMERWSEREALT EHER (AMES)
Hi%: OECD HERA A K54 > 411
R e

®E: BT IMEM ST ONI-T—HIZEDL

HERA A T in vitro HELBYMMEEGTFERRAR
75i%: OECD EHERAA K54 > 476

BR e

% BUTIMEM ST ONI-T—HRIZEDL

REER A T in vitro 2EBHREEHER

7% OECD BRI A RS54 2 413

BR e

" BUTIMEM ST ONI=T—HRIZEDL

in vivo TOEEEEM D HERA 4 T AL EYRMmMBK/MLERER (in vivo MifaEMER
E&)
B TR

REER: RARAATZER

7% OECD BRI A RS54 > 474

R e

wE BUTIPEM ST ON-T—HRIZEDL

RUDIL (FRSTUIL) SAFILT7VEZDLYOY K
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RET—ZV—k €3 MSD /) e

Timolol / Dorzolamide Formulation

&S WETH: BERS: HIEZETH: 2024/09/28
11.1 2025/04/14 28814-00026 PE{ERA: 2014/11/06
in vitro TO&EIEEM D REBAA T MEMERWNSEIREALT ERER (AMES)
7% OECD HERA A K54 > 471
R 2t

EE: BT HMEI /LT —2I2E DL

HERA A T in vitro BB DHRREETFERAR
75i%: OECD FRERAHA K54 > 476

R 2

BE AT A2YEIE/ON=-T—FI2E DL

HRERZ A T in vitro 2BAEEHER

7i%: OECD RER A A K54 > 473

R e

HE BT smEIEZEONzT—2IZHE DL

in vivo TOEGEM D B4 T HALEARMER/MEERER (in vivo fERREMER
)
B IUR

RERZE: SRARAATEGE

75i%: OECD EEBRA A K54 > 474

BR e

EE: BT HYELI/FONT—2I2E DL

FEh A
FIFRARTRERERRICE DR Y DETELHL,
B4
Dorzolamide:
i TSy b AR
BEE®K C#n
g 25 B 2%
: 20mg/kg KAE
R Do e
e D EA#FIIE FTIXEEALTWNEEZ BND,
i DX OR
BREZ® C80O
A% 55 o ] . 21 A
#HR X
FEO—LT LA VERE:
i AV
B ERER C#n0
i 25 i R D25
LOAEL : 300 mg/kg AE
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BEF—H—

€3 MSD /) e

Timolol / Dorzolamide Formulation

ENAE-TERAVF

BRI FTFOZIL:

RES WETH: BEES BTEETH: 2024/09/28
11.1 2025/04/14 28814-00026 #E{ER B 2014/11/06
HR (=45
EHEER L
iwE NDHMEDE MIHT H2EEMIEIEMNTEHLY,
i YR, AR
bR i) #0O
A 25 R 18 + H
LOAEL 500 mg/kg AE
HR (=45
EHE RS i, IR, F=2 (BHESD)
-5 NEOHMREDE MM T 2EEMHIEIENTEL,

AHLDEEMA LT HE. EAAMYE L L THESI RGN

i Jv bk

bR i) MARAATEISE

BR FE A 104 @

Hik OECD ERXB&H A K54 > 453

tER (=43

5 MU AmEISBONE-T—FIZEDL

RUDIL (FRSTUIL) SAFIIF7UE=ZDLYOYE:

i vk

B 5 R BMAHRAATEEE

g 25 A ] 25

Ak OECD :RE&H A K54 > 453

TR (=23

& BT HAMEMBON-T—2IZE DL
EhEEM

FIFARE R IERICE DK R Y NETELLY,

B4

Dorzolamide:

BEIRISH S DR E

HERZ A T AENED

BSYMARELUAR

BE5RK #0

H5EH: NOAEL: 7.5 mg/kg AE

R EBADEEILRWN ENTYERTHELMNZE ST,

HERR A T HRE
B o9 x
BEZK £0
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RET—S>—F EIMSD /A

Timolol / Dorzolamide Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
11.1 2025/04/14 28814-00026 #EYERH: 2014/11/06

FAE S NOAEL: 1 mg/kg (AE
R EEELEFRADESTLEEZIBASEENTMEEIC
DOAFIBAL 1=,

HEga 4 7 &E

B oUx

BEREK &0

FASM: LOAEL: 2. 5mg/kg AZ

R REEELEFRANDESLEEIBASHEENTMESIC

DOHFIBAL 1=,
FEO—LT LA VEIE:
FIRIZHK T B2 © REA4 T 2HEES / VHIRERE
B ovhk

BEZK 0
S5 NOAEL Mating/Fertility: 150 mg/kg {AZE
HHEARE 4 NOAEL F1: 150 mg/kg AE

RBRORE~DFE D HERAA T ZRNELUVRREREE
& oy x
FE =M LOAEL F1: 50 mg/kg AE
R YMERICL D ERBICEZENH D EMN—ERILEES
nTwad,

AEEM-TERAAVE D BYMRRICEIDERBICEZLENH D EA—BIAISNT
W5,

BIERVY FTFIOZDA:
WFIRIC 3 B D RERA 4 T ZHREESERER
Bovbk
BERE RARAALTEIEE
3% 0ECD RERHA K54 > 416
R fEt
BE BT 2PEMBEON-T—FIZEDL

RBROFEE~DHE D REBRAAT ZRNELUVRRERE
& oUx
BERE RARAALTEIEE
7% OECD HEE A A K54 > 414
R et
BE: BT 2PEIMBON=T—FIZEDL

RUDIL (FRSTUIL) SAFILT7UEZDLYOY K.
IEIRICx 3 SR D OHERA 4 T iR EER
Bg:ov bk
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RET—S>—F EIMSD /A

Timolol / Dorzolamide Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
11.1 2025/04/14 28814-00026 #EYERH: 2014/11/06

BERE RARAALEBE

75i%: OECD FREEAHA K54 > 416

R 2

BE AT A2YELIE/ON=T—FICE DL

BROEBE~DEE D HEBAA T ZRINELUVBRERE
B oUx
BERE RAPAALTEBE
7% OECD HERA A K54 > 414
R 2t
& LT 2MELISEONF-T—FIZE DL

FERNEAREN (HEIET<E)
FAREGERICEDCRYDETELL,

FERNESREN (RETCE)
R#IH=5. RERERFICLDES (DELER PIRHER HILELE ) OESE.

B

ERIEES DDEMER, FREZER, HIEE, Bh

TEAAD L D RElChHI=5. XIIREFLLBICKDEROESE,

D%

Dorzolamide:

EZEr g2 D hiREERR, CHIEE, B, MK BBt

TEAAD L D RHlIchi=5. XIIREIFICBICKIBEROEZDESZN,

FEO—/LT LA VEBIE:

Er g zs Cfh, DREMER
TFEAAT D REICH=D. RIIREIFCEICKDERDOES,
RERSEMN

B4

Dorzolamide:

i AV

NOAEL :0.05 mg/kg

B 5 R C#n0

Er gz D EEBt, B

2 N

NOAEL :0.05 mg/kg
LOAEL © 2 mg/kg
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Re27—8o—t EIMSD /A

Timolol / Dorzolamide Formulation

&S ;ETA: BEEE AiIEIERETA: 2024/09/28
1.1 2025/04/14 28814-00026 #E{ER B 2014/11/06

BEZHK 0O

A% 55 B S -1

ERIEER © GHIEE, B, MK

i oYL

NOAEL . 0.05 mg/ke

A% 55 B ] 1 &

ERIE RS . GHIEE, B, MR

FEO—LT LA VEIE:

i DI vk
NOAEL . 25 mg/kg
B 5 R C#0

IR TR : 67 A&
i DN
NOAEL ;10 mg/kg
B 5 R o0

IR TR 54 3@
EriEa B

i DT v bk

NOAEL - > 25 mg/ke

RE5ER D RIHANTEEE

PR 55 BF ] . 52 B

Ak : OECD EABRA A K54 > 453

T D BT AYEMISR/FONT—2ITE DL

RUDIL (FRSTUIL) SAFILTUEZDLYOY K.

i DT w bk

NOAEL . 56 - 65 mg/kg

LOAEL : 109 - 133 mg/kg

BREZ® D RAAATEEE

g 25 B . 52 A

e D T AmELALELONET—2IZE DL
BRAAEFH

FIATREARIERICEDCRYNETELLY,

AEIZHT 5 REBEEHER

WM

RIZCA-T-1B& OERK REMROAGEIMER - B, BOELOREXIELRIT
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RET—2V—F

€3 MSD /) e

Timolol / Dorzolamide Formulation

REE ;ETA: BEEE AiIEIERETA: 2024/09/28
11.1 2025/04/14 28814-00026 #E{ER B 2014/11/06
KO GREA, RAET, B HFEL, HItR[ESR, BAE
EfE, SlE MHER, LESEREE
B4
Dorzolamide:
BRIZA-=15& SEK: BOE L WRERIEIRIT & S5 GEA, RAET, RE,

FEO—LT LA VEIE:
RIZA-=15&

RAAATZGE

B|OE, &S MHER OB BERE

JERK: BOBLWRERIIRIT K S GEA», FS5A4T74A, BB
B, MER, HFEL, OB HEROEIE, kITE, FLILX
—MERG

fEIK: BBE, RS, MREE, BBOTHRE 7ULULEX—iHR
I, %%, HkITE FBEREOELE HFL, HEHROLE

Dorzolamide:
y: k=3

TOVAFOKEEEHDY

(X9 HF M
WMEMIHT HEM

FEO—ILT LA VEIE:
s

TOVIFOKEBEEKDY

[THY BE=E

LC50 (Pimephales promelas (77w kAw KI/9)):>
1,000 mg/|
MEERRER: 96 h

EC50 (Daphnia magna (7 =< >2)): 699 mg/|
MEEERSME: 48 h

EC50 (RAMAEM): > 800 mg/|
BREBRF: 3 h

HERS A T IR

7% OECD BHERAA K54 > 209

LC50 (Pimephales promelas (77w kAw K2/ 7)) 411
mg/ |
BREERFRE: 96 h

EC50 (Daphnia magna (##4 =< >0)): 161 mg/|
BREERFME: 48 h
4% OECD BRER A K54 > 202
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RET—H—F EIMSD A v
Timolol / Dorzolamide Formulation

&S METH: BERE: AiIEIERETA: 2024/09/28
11.1 2025/04/14 28814-00026 #E{ER B 2014/11/06
WMEMITHT 5 : EC50: > 1,000 mg/|
RREERFR: 3 h

HERAR A T RN

EC50 (Photobacterium phosphoreum (74 F/XT TV DL - K
AR L™L)): > 1,800 mg/l

BIERVI FTYZD A
fmEn © LC50:> 0.1 - 1 mg/I
BRFERFE: 96 h
EE: BT HPEI/ONT—2ITE DL

-
= ~
=

VAKEDKEESHSY © EC50 (Daphnia magna (A4 I <>3)):> 0.01 - 0.1 mg/|
IZxt9 &M RREERERT: 48 h
7% OECD FREEAHA K54 > 202
HE BT smEIEZEoNnz-T—2I2E DL

B KEEYICHTSEE 0 Erc50:> 0.01 - 0.1 mg/|
MREREER: 72 h
BE AT AYEIEON-T—FI2E DL

EC10: > 0.001 - 0.01 mg/|
IRERFME: 72 h
HE BT smEIrBZEonz-T—2I2&E DL

N-2704— (CKEREEE : 10

% B8 (B )

BEH (BEEN) . RKEFERE (Pimephales promelas (77 v kAw FZ/
2)):> 0.01 - 0.1 mg/|
MEEERFME: 28 d
B T 2MELI S/ ON-T—RIZE DL

SOVIEQKEEEHEY - RAXEZERE Daphnia magna (A2 >0)):> 0.001 -
129 &M% (I8HHEM) 0.01 mg/I

IRERFME: 21 d

7% OECD REEHA K54 > 211

&% BT 2mEM/ONT—2IZE DL

27042 — (OKEREEE @ 1
% RE (1B )
MEYIZHT HEMH : EG50: > 10 — 100 mg/|
RREERFR: 30 min
A% OECD HEEH A K54 > 209
HE: ST 2MELISB/ONT—FIZE DL
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RET—S>—F EIMSD /A

Timolol / Dorzolamide Formulation

&S WETH: BRES RIEIZRETA: 2024/09/28

11.1 2025/04/14 28814-00026 #E{ERRB: 2014/11/06
&pvw(%hs?bw)vx?»TJ% Lo AY E:
y: ek : LG50 (Oncorhynchus mykiss (=< X)):0.85 mg/I

RREERFR: 96 h
7% OECD HER A A K54 > 203
HZ: LT 2EILELN=-FT—2IZE DL

VAEDKEESHSY  EC50 (Daphnia magna (74 3 <>3)):0.016 mg/|
X9 5EM BREERSRT: 48 h

7% OECD FREEAHA K54 > 202

HE BT smEIEON-T—2IZE DL

-

=

~
-

B KEEWIZRT BEM ¢ ErC50 (Pseudokirchneriel la subcapitata (#&%)): 0. 049
mg/ |
MREREERT: 72 h
Fi%: OECD HERA A K54 > 201
HE BT smEIEON-T—2IZHE DL

RANEZEEE (Pseudokirchneriella subcapitata (k%) ):
0.0012 mg/|

IREERFE: 72 h

7Ai%: OECD FHERH A K54 > 201

HE BT smEIEON-T—2IZE DL

27948 — (KERERE : 10
% EE (B )
-2 79 42— (KERIREE : 1
% RE (M) )
MEMIZHT HEMH : EC10: 4 mg/I
IREERFRE: 30 min
7Ai%: OECD RERAHA K54 > 209
HE BT smaroFonf-T—42I12&ED<

REE - Sk
5%

Dorzolamide:

SR D RBR EAEMETELZL
S5 %
MEEERFME: 28 d
7% OECD HEE A A K54 > 314

FEO—ILT LA VEIE:

£ DORR BomE TR,
SR 0%
RRERR: 30 d
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REF—5y— b

€3 MSD /) e

Timolol / Dorzolamide Formulation

hR&E=

11.1

;ETA:
2025/04/14

BERE:
28814-00026

BiIEIZRETH: 2024/09/28
#EYERH: 2014/11/06

Kb TOREM

BIERVYT
£ R

FFo=—oL:

Dorzolamide:

n-A49 %) —)L/ KHERIZRE

(log f)
FEO—/LT LA VEBIE:

n-4%9 %/ —IL/KOERFHR

(log 1)
iRV
HEREREN

FFeo=ri:

n-#A%2 %/ —IL/KDEREY :

(log &)

K5 0 %(61 d)
J5i%: FDA 3.09

R ZoRKE.
EE: BT SPEI/ONT—2I2E DL

CAFLTUEZILYAY K

R BHRIL,
58 95.5 4
PRFERFME: 28 d
i OECD TR b A4 FZ4 > 301B

®E: BUT IMEM ST ONI=T—HRIZEDL

log Pow: 0.292

log Pow: 1.48

#&: Lepomis macrochirus (JJL—F)L)
EWiEMERF (BCF) : < 500

"% BUTIMEM ST ONI-T—HRIZEDL

log Pow: < 4
% EMROHIE

RUDIL (FRSTUIL) SAFILTUEZDLYOY K.

ERERNE

iR BB
F—RHL

* YV UBAORE.
R

#&: Lepomis macrochirus (FJL—X)L)
S ¥iEsEEF (BCF) : 79
& AT 2MELISEF

bRFoNf-T—2I2E DL
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RET—2V—F

€3 MSD /) e

Timolol / Dorzolamide Formulation

RES WETH: BEEXS ATEZRETH: 2024/09/28
11.1 2025/04/14 28814-00026 #EERLE: 2014/11/06
thoFELE
T—27L
13. RELDIE
BRES &
BREEY A BRADRFIRLLRT B,
BEEME TKAEEE LTIEE SR,
BERBRUOE EORB/IE. VA OLFELIIERED-OIZ, BAIZEZ(T1=
BEEMNBEEIZEFRT S,
HICHEENEIMEE., RMEAMRELTERET S,
14, X LEOIE
ERRER T
e _E &2 (UNRTDG)
EEES JEEH
EE#i%4 (Proper shipping %
name)
#5458 (Class) el
B X B4 (Subsidiary risk) %
BEEM (Packing group) JEEL S
Z AL (Labels) JEZH
REEEH |
finZ2 i (IATA-DGR)
UN/ID &S (UN/ID number) ElE A
EE#i%E4% (Proper shipping JEER L
name)
E&E 548 (Class) JESZ Y
Bl fERM (Subsidiary risk) JEZH
BEFE M, (Packing group) JESH Y
Z AL (Labels) JEFZ S
watER (B (Pack- JEFZ S
ing instruction (cargo air-
craft))
BatE R (REH) (Pack- JEFZ S
ing instruction (passenger
aircraft))
78 L #i5% (IMDG—-Code)
EEES FEEZE
EE#i%4 (Proper shipping FEEZE
name)
[EE 5 %8 (Class) JEZY
Bl RfEE FEEZE
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Re27—8o—t EIMSD /A

Timolol / Dorzolamide Formulation

RES ®ETH: EEES HI[EZET B: 2024/09/28
1.1 2025/04/14 28814-00026 MEERA: 2014/11/06
BERFR o 3RERE
SR L
EnS 32— K LY

BEGEME &S - FEY) 0 EFEE

MARPOL 73/78 iff{f@ & [1 BT IBC A — FICX A [EoMAME S HBAEME (Y - EZY)
s S REBORMICITIEZS,

P35 il

E0HEDEEF L. HE 15 238 T 5,

B DRERE
JEERY

15. ERZES

AR
HRBAE
fEfRY. EERBRYICEZE LB,

L&E&
BETmEFNE

LE4A =

FILFIL (C=12~16) (R2TUJL) (UAFI) FUoEZDL 184
nig

HEREWEE

BESHKEILShIEEY

e

BEDHAIZRITHIREREY

e

RFEEE L fast ARME

e

ZRFEORBO Sh-LFYE (BIFLEEMEH)
e

ZRRMEOBO oh-EFME (FREHILENE)
JEER Y

ARFLENTRERRVEVEEY

[

ARFERTIRERRVRVEEY

JEERY
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RET—RI—F
€I MSD [ rune
Timolol / Dorzolamide Formulation
RES WETA: BEERS BiIEIZRETA: 2024/09/28
11.1 2025/04/14 28814-00026 #EERLA: 2014/11/06

BEREETILLEDE GGERSFMERRE LM ED2)
JEzY

RAREYME (FBRLSBERAELSTTED2)
JEzY

B EMERES FIHRAI

JEzY

snhEFRhFRAI

JEzY

M7 )L L E T HRAI

JEZY

BFHBEFIDEFRRA

JEZY

FEREMEEETS - NRE— (BERW)
JEZY

SR UYL

JEZY

Y B DR E R R %

JEZY

BEHARRE

JEZY

V& 3 ) S

JEZY

R L%

BERME L THRHESh TULEL

22k

BERME LTSN TULAL
EBEELEERVELKEOHLICEAT 5%

(X 5 EHEE : EREMEIZIEZY LG
& g% DOBESEMEICIEZRE LA
FREE B U RIS i 3E ER ik

FRERFHERE (E@dE - #AZA)

JEZY

BEMERBHERE @ - @A)
JEZY
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Re27—8o—t EIMSD /A

Timolol / Dorzolamide Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

11.1

2025/04/14 28814-00026 #EYERH: 2014/11/06

BERVOINER VERICET HikE

EEXRED

COHBOESIZODVWTEEA IRY M) —~DEREIFR -

AICS N

DSL o

IECSC N

16. ZOHo1EHR

5| B Sk . BHEMIT—42. BEME DS IZH I F—4 . O0ECD eChem
R—2ILE L UVERMEEYMER http://echa. europa. eu/D1&
RIEE

Bt Z74+—<v bk . #/B/H

ZFDHDOBEEEDE X

AlIC - =R+ U TDIEILFERSA AU R NIT - TS5 D ILEREEME, ASTM - K
E#MHEERBS bw - KE OR - A, ZEFRE. LESEELHDHESNDHYE DIN -
FAYRRHBARELE, DSL - ERYMEYR b (AF4%): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWORGERIFTEEZONDIERESE, InS - REKOR T2
—JL; ENCS - LT EDEAFLEME )R b ErCx - FED XWDOREERIZFTEEZEZ ONDRK
RE; ERG - BRXMIEOF5E; GHS - HRFM AT L GLP - HERERMRE: [ARC - ER
NATZE. [ATA - EEMZEEERS, IBC - BRIEFROESBEEZD-HDOMRMDIEE
RURRICEAY 2ERRHREAI: 1050 - S0%FEERE; 1CA0 - EFRRMREIMZEME; [ECSC - HER
BleEMELE: INDG - EfELAEKRYMBAR. IN0 - ERESHE. ISHL - sBRe/EE
(BF): IS0 - EFRZR#EEHE. KECI - REBIFLFEMERE: LC0 - 50%BILRE: LDS0 -
50%EtE (FHEILE)  MARPOL - MfIC & B FRDMILEDI=HDERRERI: n.o.s. - I
MBNATSIN TS LD ZERS: Neh - FUREI NOAEC - |EZMHZEIRE, NOWEL -
BEEMRZELAIL, NOER - BEEEUFZEAFES NN - A5 a2XRA NTP - KEER
REMETOTFL; NZloC - Za—D—F > FMEEWERR, O0ECD - #EFiHHFFKEE, OPPTS
- LEHEREN - AEHLLE; PBT - #ofRMEN - £HEEN - HEE WE) ; PICCS - 7
1 VEEEMEA A )= (SRR - (EEH) BEEMAEE, REACH - LEYEDE
B, Ffi. 2B WHEKIUEHE REACH) IZBHY SRAI (EC) No 1907/2006: SADT - HEINESfE
mE, DS - RE&T—42P— b, TECl - 2 A ICBAEDOIEEMED A o2 K1) TCSI - BE{E
EWMEA R MY —; TDG - fEiREE; TSCA - BEMERGE CKE) ; UN - E&E; UNRTDG
- BRESEIRYEEES. WPB - EEICHSBRUVIERICESERN, WS - EXSEKRE
EMMERR T LA

CORET—HI— QU TSDS) &LVD) TR T HFEHR(UT TRIER] &V 5)(F, REE
BERIZEVWT, BHOREDOHH. BFH. RMESDLETEETHLHLHHLIE-LDTT,
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Re27—8o—t EIMSD /A

Timolol / Dorzolamide Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
11.1 2025/04/14 28814-00026 #EYERH: 2014/11/06

AERIT. HEOTLGHEED., FH, LB, KRE. @X. BEERVRRICETSIHIF VR E
LTOHMERSNTEY . WHELRERIRERBELT LOTRESHY FEA, KF®IL.
SDS DERFICTR SN TVIRESNEHGICETSLDOTHY ., HEAEL/MMORREBAE
HET, RFTOCLRAHTHEASNSEE, AXHITERLSGEVRY . BRI S GRS
AHYFET ., ARGOFERBSMICEVTIE, AERRVHREEHEEZERT 581, FRES
MOEBREGICE T L2AEBOEYLAMESHT. FRAESFMUOERY 5HETORENIKR
[CETHARHADEFEL. FA, BE, RUREICDONT, #EREVET,

JP/JA
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