ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES WETH: BEEXE: BIEIZETA: 2020/10/10
8.0 2021/04/09 610544-00014 HEVERL B 2016/04/29
1. L3RR USLER
R DEF . Clotrimazole / Gentamicin / Betamethasone (0. 05%)

Formulation

HicEORHEH. FRRUEREES

HBBOSHET : Organon & Co.
X7 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
EiRES . 551-430-6000
BFA—ILTFLR . EHSSTEWARD@or ganon. com
RAREREEES . 215-631-6999
4R ik & UME A L 4l R
HEERE D EER

2. EIRAEEOEN

{2 RmD GHS 4¥8

HETEEE C E&o 1B

BEEMESEE (REIEC @ BEH 1 (RTERK RER A, BiR 07 2%
=)

KERFEEEN B8 (& D R 2

%)

KERBEENE R (8 D Ra

%)

GHS SRIILER

BREXIEVRIL : % %|

R EE D fElR

ERAEEMHER : H360D FRIR~DEZEDEZEN,
H372 RHAICH =5, RIIREREBICL SHEF KTER %
B, BHA, KR Mg 2 OEE,
HA01 JKESEMIZE14.
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
8.0 2021/04/09 610544-00014 #EERLH: 2016/04/29

HA10 REAMRTRIFZE(C K > TKEEWIZER ISR VEME,

IRES | REHE
P201 {F AATICEURERBAZEZAFT S &,
P202 2 TOHOEREZFEZTHAERTHETMYHFEDLEIN &,
P260 = R b/ ZEREFWRALAGEWNI &,
P264 ERik WMRISEEHE K CHES 2 &,
P270 COR R EFRET R EZIZ, SREXIFEELZ LN
&
P2I3 IBEEADHHEEITH &,
P280 REFR MREXR MRERE REmEFEHI S &,
EREE:
P308 + P13 [EK BERXIXIEL BEOBE 2N H DS EFDDE
SEFEETERITSHI &
P391 REMEEINT H &,
RrRE:
P405 fESEL TIRET H &
B
P501 I, BHREARBIN-VNEBRICEET S &,

GHS FEIZEZE L E WML DERB ST
HMEGZL,

3. MERUHSER

EFME - ESHORH . BEY

5%}

E#8 CAS &S SHE (b w/w) BHRATREE

&S

XhOS42 L 8009-03-8 >=10-<20
JoELryg)a—iu 57-55-6 >=10-<20 2-234
NS T4 Ui 8012-95-1 >=2.5-<10
ANXYTHU-1-F—IL, T & |9004-95-9 >=1-<2.5

it

NUULTIILa—IL 100-51-6 >=1-<10 3-1011
IClotrimazole 23593-75-1 >=1-<2.5

[Gentamicin 1403-66-3 >=0.1-<0.25
[Betamethasone 378-44-9 >=0.025-<0.1
4 HRIEE
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

BEBES:
610544-00014

BIEIZXET H: 2020/10/10
#EERLH: 2016/04/29

RE= WETH:
8.0 2021/04/09

—fRET7 F/NA4 R

RALF-BE

RIBIZfHELI5E

RBICA-=5&

RAAATIIHE

AMEREVERMEERDOR

HEELTRHIRER
WREEZEY 2EDRE

EEICH T HFFRTETERE ¢

EHDBZEL. [IOVNTCBNEERELICEENDLEZ
ZIT5
ERDREICIBE, FLEARMAHDIHEEFT. EMDIETRE
2T,

RVRAATZIZE. FLCERDER~BET 5,
ERLEZRITS,

EMLEBE, BELICKBZRTALSEDKTHEVRYT .
BERLERBRE S VH ZR <.

ERLEZRITS,

BEROANICKEBZRE S

HEFERT HEIICTERICHKS,

FIAEEL LT, KTREESET S,

RIFAH Y MK T 2EBICIERKETEREZIT 5,
RARAATIGE . BEBICHMEZL,

ERLEZRITS,

KTAZELLCTT

BREADEZEDOEEN,
REICH=5. REREFZ BT DEBHOES,
HAMBREAFBELDREITEREZLL., HESNTLSE
EREZEATLHIE. BREOTFRENH DSBS, HESD
BYGEAREEZSREOCE (BERE8E5E)
XEHBREBSURMEREZERTSHZ &,

5 KKFFDIEE

Y 75 KA

> TIXE DR LVERF

JKIESE

fit 7 JLa—)LEH k|
bRz (C02)

3 2R 5H K H
MEGTL,

BERUVRIFHEE

BREORIKRESTE REERM~NDBRRIREICEERETEENH D,

BERBERIEY RRERIEY

BEDHKAE BGORN & BDIREICIE C CAYGHKFRZRL S,
RAHDBRHZERENT =DIZKEEEZET S,
TETHNIERBIEI VT FERKEEN ST
RighoBESEDH &,

HRETSEBEDRE KKBFIZIE, BIRXMRBFEERT 5,
REEZFERT D,

6. IRHFDIEE
AR 5 EEEHE,. RE © REEREZEZHEMAT D,

REGIMYZVDT KA R (EE T 38 . EARE
EOHEEEICEN (BB 8 £5H) .
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

RE= WETA: BEES: BIEIZXET H: 2020/10/10
8.0 2021/04/09 610544-00014 #EER B: 2016/04/29
REICHYTHEEFHE D REANOBHEZEETS I &

REFHRALTHLE, INPIEFEIhZELEDS,
GEHEIZCIEEDDZFHC EHLCADEITA AN TIHE
I2&3),

FBRINFRSEKEREL. UNT 5,
FRHEMNELCEIRTEHWNEAE, A BEARKRISERT 5,

HEAHORVRIEDOAERY | FEMEGRINM CTRINEE S,

WAt ZEICZENBE. HREZECFOHE YL H LAOFE
#EL T, LA HEWEDICTDEHIE, BHRIEICERALEE
MERCTTRVWEFBZENTEEIBAICIE, BULEY
BHEEYLRBZANICRET S,
REYMEZEYERINEITHRET S &,

ARREHRE. BEIT DHEICIK. SHAFEEEREIVEDR
B> TMETZ &, TORBICERSIAE=HYEIZDON
THRTHD, EDOBANBERSNEINEHERT H2LEN
Hbd,

ASDSNDEBE 13EHLVI52HNT. HABAKRELUVE®D
ERFIOREDHY .

1. BREVERUVRELOIE

;67 A

B AT R *F 3R XK ERLRUREREDEDRERKRESHE,

BrEER, 2@fBK D TR EHBEATELRESIE. BREEKREEEFERALTCE
LY,

REMIKFEEIE D BBOKRIRIZHA T,
SRARMEBRERALGIN &
RAAFELELY,
AR&EDiEfZE BT 5,
Bk RIIREZLCHES 2 &,
BESBREREORRICEDE, EXEHOBERLUREMD
ETHREICHVVERYIRS &
BREFHALTHELCZ L,
COEMFEFERATHEEFIC. RBEXITEEZ LGN &
RNOEEMEHILEL, BE~AOBREBEZH/IDRIZCTSEL5F
295,

et [E] 6 D BRI

BEXE D BEOFERADICEEMEADEXL EDORREENHDHEIL.
EEBFROELICTA IV VT VRTLEEIUREV Y
T—%#BBELTLIZELY,
FRAPIISRBERUVREEFZILT 5,
FEINERKRITBERAT DHIKET S &,
T7o)T4OMBMEARL—2aVICE, To9=7a
vhao—)L, BUGEANGERE. BULGKRLES LUVE
ZBREFIE, EXEHEER. EREREEERTIOEROL
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
&S WETA: BIEEE BIEIZETA: 2020/10/10
8.0 2021/04/09 610544-00014 SEERB: 2016/04/29
Eaia—#E80CHEAHYET,
®RE
TEHREEE DBEYESARILODOWERRICANRTE L,
HERELTRETHZ &,
BREL-MYED.
LEDREICH-TRET S,
EfREIrME D OROBRIEFEE VDS L LITREELGL
N
RELURBOEMH D OBEIHLWHME MRAL,
8. [ EHLEEVRELE
EEBBICHEITAIRSNBRERAR/HRERE
D%y CAS HES B2 (B2 | EHEE/IRE | H®
9] E
RrOS4 L 8009-03-8 | OELM(S 2 |3 me/m’ BAEERE
) $2 (HEE
)

HMER: RPVALUSNOREZEZERE LTHRRENTSA
TWSYE. 1. EVNAMSEORIXSER, EASAME, [F1
Bl FEMIHLTESAELA DD EHHTEDIMETHS.
DEICHBINDIVERE, EFHRARLILDTDLENAHD.

TWA (| AR 5 mg/m° ACGIH
)
INT T 4 Uil 8012-95-1 OEL-M (2 R 3 mg/m* BAREEE4E
~) 22 (B8R
)

HER: EOVAME, TFE1E] FE MIHLTESAELH
LY TEHIMETHS. COBICHESINIMER, BEEH

THLD+REINAH S.
WA (IR AGE 5 mg/m° ACGIH
E)
Clotrimazole 23593-75-1 TWA 0.2 mg/m3 (OEB RER
2)
RUDJL7ILa—)L 100-51-6 OEL-C 25 mg/m’ BAREZXH4S
22 (B8R
)
FEMMIER: HERMEMME, F 28 ARMITRLTEZEL CBEM
NHdLEEZONDIYE.
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RER
2)
Betamethasone 378-44-9 TWA 1 pg/m3 (OEB 4) RER

SRR K

| HEmYHIE [ 10 yg/100 cm* | FIEB
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REF—5y— b

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

RE= WETH:
8.0 2021/04/09

Apuhlic

-5 ORGANON

BEES: AIEET A: 2020/10/10
610544-00014

#EERLH: 2016/04/29

REER
ML FARER

TANE—34T
FOREER
ME

(]
RRORER

RERVEADORER

o, RXEBFVRREREST S, 20T
TEBIIHRMBREICEI YRS, P EBRZICHVERESH
SLENHYET,

[RAl. BABCKETIXERY HEHOBENTLESLY,

2/ B—XTAER R T LM GEIEMEERLET.
ERETRYKSIHEEF, T7O0VLIET HATEEMEZDOIL
TWa=®H, BRIZELENM A =TT 1F v ERY k.
BRI FELVZOEIOIGET NS R EBEFERALE
¥, CORBEENGWNER. SAVFLABLIBERYTFH
v TETRYHEWNET .,

BYRBAHSEENAFATERWNMES, FXEEFE
THENA FSA D OHERANDIE L BARSNIZZEIE, FF
RFREREZHERALEL &S,
WHFREARAIRAOES 1T

GELRESES

FRECECTERTIAEERFALEFLL S,

YA Fo—IL R EREREDL LLIEZT—VILEERT %,
FEREL LIXEEFRICTROZVREE, S X+, T70Y
W ENRET BIHE(X. BRI ILEERT 5,
MLA., SRAF, 3LLEI7RYVIVICENEESLOSINS
AR HBIBERIE. FJ—AL—ILFEL LLIZFDEHID
L7 z—RBEOTOTFI a3 vEBRALELL S,
A=-T74—LH LLIXEBRERHI—FEFALEL LS,
MEREMABHLEWVWESIZ, EESNDIZIRVICEIE, (K
EBSH— AU bEEMLTHERALELELS B, RY—T
Lyy, T70>, RFR, FIMETR—YRLE) ,
FBRINT-AREMD H IR ER CIEEILEY R AETIT-
TLESLY,

9. MEHRGILEHES
YR IK RE
&
R
RioLEVEDIE

AR R E R

BRAXITNE R RV HHEEEE

ik
F—RHL
F—RHL
F—RHL
F—RHL

F—aHL
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REF—5y— b

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

R EE =
8.0

ETH:
2021/04/09

BEBES:
610544-00014

Apuhlic

-5 ORGANON

BIEIZXET H: 2020/10/10
#EERLH: 2016/04/29

AIATE (B, =UE) JEEZ Y
AIATE (GRIK) T—REL
BRETRARVERLRF AIARR
BREEFHEDO LR / AT LR(E T—REL
BREFD TR / AIATRIE T—REL
EIPC T—RGL
NERERE T—RGL
pH T—57%L
AERE T—RGL
BARIEE T—RGL
R

BILE (BihiE=R) T—R%L
BRRE

KB T—R%L
N4 %/ —IL/ KDERFRE JEERY

(log {B)
ERE T—R%GL
BERV/XITHERNEE
LLE T—R%GL
mE T—R%L
B HREE T2
BERT JEIRFEME
FRib ¥t AERIEBRIEEMELE LTEPEIALL,
HIF 4
HMFHA4 X JEERY
10. REURVREGH

R RiGHERE LTIRAEE AL,

7132



ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
&S WETA: BIEEE BIEIZETA: 2020/10/10
8.0 2021/04/09 610544-00014 DEAER B 2016/04/29
MR TEMNE D BEORETIIRE,
A E R A et L BNBEEIE RIS B LA B D,
BlTANEEHE D wRBRAL,
RAh AR E C o BRERE
BREELSEERY D BREEGSBEERYIIA SN TLELY,
1. AEHEHR
TEEMD H I RERBOESR © BA
R IE
EEY

RBICA-EB&

2SS
FAEEAERICEDCRYDETERL,
T T
2MEM #0) D AMEMHEME: > 2,000 mg/ke
Hik SEICK B A
2MEE (]RA) D BMBMHEEME > 5 mg/l
IREERERE: 4 h
HRIRE MLA/S R+
HiE EICK B A
2MEE BE) D SMBMHEEME > 2,000 mg/ke
Bi& EEICKEAE
%
ArAFE L
SHEsE (D) : LD50 (5 v k):> 5,000 mg/kg
Fi%: OECD HEEH A K54 > 401
BE BT IMEITEONT—FITE DL
2MEE BR) : LD50 (5 k):> 2,000 mg/kg
A% OECD REEHA K541 > 402
TEAAV M COMEF-ITEEDIAKOEESHTE
Ly,
BE BUTIMEITEONT—FIZEDL

JoELrySya—)i:

ansEt (&n) © D50 (5w k):> 5,000 mg/kg
SrEd (RA) © LC50 ("9H%): > 159 mg/|

RREEEERE: 4 h
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES %I BIMES- STEETA: 2020/10/10
8.0 2021/04/09 610544-00014 SEERB: 2016/04/29
SERIESE B LA/ R b
aMET (BR) © LD50 (2H): > 2,000 mg/ke
TR A R D OMEE (LR E YLD R S
LY,
NS T 4 U
SpE (E0) . LD50 (S k) > 5,000 mg/ke
aMEE (BR) © LD50 (2H): > 2,000 mg/ke
FERA L b D OWEE (LR A YL E D R S
LY,

AFYThU-1-F—I, TrFIik:
SME% @#EN) : LD50 (5 v k): 2,500 mg/kg

RO T7ILa—):

SME% @#EN) : LD50 (5 k): 1,620 mg/kg
2sEE (]RA) © LG50 (v R):> 4.178 mg/|

IREERERE: 4 h
HEBRRE MLA/I X+
Hi%: OECD HERH A FS 4 > 403

Clotrimazole:
SMEE #0) : LD50 (Z v k): 708 mg/kg
LD50 (w2 R): 761 mg/kg

LD50 (%+): > 1,000 mg/ke

AEE (]RA) : LC50 (T k):> 0.73 mg/l
MR 4 h
HERRE MLA/Z X+
SHESEE BR) D50 (%2 R): 923 mg/kg
Gentamicin:
AErE #@&O) © D50 (Z v k): 8,000 - 10,000 mg/kg

LD50 (= ™ R): 10,000 mg/kg

SESEE ]RA) : LG50 (T v k):> 0.2 mg/I
BREERFR: 4 h
HEBRE MLA/Z X F
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
8.0 2021/04/09 610544-00014 #EERLH: 2016/04/29

& CORAETRRTIEBARIATLVEL,

AlEE (Z0MhORE) : D50 (v k): 67 - 96 mg/ke
RERZ: F5IRHN

LD50 (5 k): 371 - 384 mg/kg
BE#ZK HAN

LDLo (H/L): 30 mg/kg
B 512 kA

Betamethasone:

AaMEE (BA) : LD50 (5 F):> 5,000 mg/kg
LD50 (%2 R): > 4,500 mg/kg

2MET (]RA) : LC50 (T +):0.4 mg/l
MEERERE: 4 h

REBRE/RBE

FATRESERICE DR YNETELLY,

B%:

RhAS 32 L

(] Lo

ik : OECD :HE&RAHA FS 4 > 404

faR D RIERIEAL

= YT AMmEINLBLONT—RIZEDL

JoELvySya—)i:

2 A =
Hik : OECD HERAHA K54 > 404
fER D EERIEA L

NS T4 UH:
(Ed S
fER C BRERIEAL

RUSNTILA—)b:

2 R

ik : OECD HERHA K54 > 404
fER C BRIERIEAL
Clotrimazole:
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
wES  wiTA BEEES. #IEIRET A : 2020/10/10
8.0 2021/04/09 610544-00014 HEER B 2016/04/29

(Ed LR

SR D EEREGL

Gentamicin:

(Ed LR

SR D BEORERIH

Betamethasone:

(= S

R D BEORERIHK

RIZHY 2 ERTREGERRIBE
FIRARIRELERICEDCRY DETELL,

B5:

RhkOF42 LA

(Ed Lo

faR C BRA~ORIEEG L

Ak : OECD :E&HA K> 4 > 405

iE5 D AT AYELILELONf-T—RIZE DL

JoELvySya—)i:

(= S
faR . IR~NOFRBZL
#ik : OECD EXERH A K51 > 405

RT3 74 VH:
(= S
fER . BRA~OFEAEL

AXHTFhU-1-F—), T x4
fER © EBAORE. 21 BURNIZEE
e YT AMmEIN LB LONF-T—RIZEDL

RUSNTILA—)b:

(Ed S

fER . BAORE. 21 ALLAIZEE
ik . OECD HERHA K54 > 405
Clotrimazole:

(Ed LS

fER D BEORRE
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone # ORGANON
(0.05%) Formulation
RES HETH: BEBERS: BTEIZRETA: 2020/10/10
8.0 2021/04,/09 610544-00014 IEYERA: 2016/04/29

Gentamicin:

& R

HER D BEORRH

Betamethasone:

(= S

R D IRAOREAZ L

I, B8 R E T (R 1 R 1

RIEREY

FIATTRE T IERRICEDCRBR Y R ETEALY,

0% AR R VR 1

FIATTRE T IERRICEDCRB Y R ETEALY,

B5:

RrhOTS 3 L

RERA A T . Ea—5—&%

REOTRK D RIEEA

& CEILEY R

R Do e

e T AMmEMALBOoNT—2IZE DL

JoELrydya—):

HER R A T D RExRIUvAtE—T a3 VR

REODTRK D RISEM

b . FEILEY R

R Do e

RUSLTFILAaA—)L:

HERA A T D REXIUTAE— 3 ViRER

REOTRK D RIS

& D EILEY R

Hik : OECD &=HE&HA K51 > 406

R =1

II Gentamicin:

25 D T—AKL

II Betamethasone:

ERApES:3: L BR
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REF—5y— b

Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

Apuhlic

-5 ORGANON

RES WETH: BEEXE: BIEIZRETA: 2020/10/10
8.0 2021,/04/09 610544-00014 FEER B 2016/04/29
| & ELEY b

SR FULBREMEME

HETEMRRZEREM

FIARETIERIZCE DR Y RETEALY,

5

RrhOTS 3 L

in vitro TOEGEM

in vivo COEEEMN

JoELvySya—i:
in vitro TOEEEM

in vivo TOEEEMN

RUDLT7ILA—)L:
in vitro TOEBEEM

in vivo TOEEEMN

Clotrimazole:
in vitro TOEEEMN

HERZ A 7 in vitro 2BHEERER
R fEt

BE BT IMEINLELONET—2IZEDL

HERAZ 4 T HEL B RMBR/ N LELER (in vivo MfaE MR
E%)

& TR

B 5 RH%: BREREST

Fi%: OECD SHERAH A K54 > 474

R fE

BE BT IMEILEONET—RIZEDL

HEBRY 1 T AEMER N S EIFRALEHER (AVES)
R

HERY 4 T WA MBR/NMEEER (in vivo fMlEHEMER
B%)

TR

REER: ERERTS

R

B2 T MEME RN S EIRRALEHER (AES)
R e

HERAZ 4 T WHEL B SRMBR /N LEAER (in vivo MRaE MR
E&)

EYOR

B 520 EREREST

R fE

HERY 1 T WAEM TRV S EIREALEESER (AVES)
BER e

SRERZ A 7 in vitro ZEBEKEERER
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
&S ETH: BREEE: HIEIRET A 2020/10/10
8.0 2021/04,/09 610544-00014 IEYERA: 2016/04/29
R A
SRERS 4 71 in vitro /MZEER
R A
in vivo TOEEEMS D RERA 4 T WELEYHRMBK/MZERER (in vivo filAE MR
E&)
B oy bk
BERE #0
ER B
HER A A 7 HEERFOLEBAREEHE (in vivo)
& NLRA—
R a
HEMBERREE - 7EAA 0 BUASECEBEHARERAEERRE L THETSIEIETER
vk LY,
Gentamicin:
in vitro TOEESEME C HBRA A Tin vitro HEBYMRREEFERKR
R e
HRERR A 7 in vitro ZBAEERER
R TEAEE
in vivo COEEEMS D BB 4 T mEEL B RMmMBR /N LEAER (in vivo MifaE R
ER)
E:YoX
WS RK: Falk e
R e
Betamethasone:
in vitro TOEEEM D BERAA T MEMERANSERERE RS (AMES)
R e
HERZ A 7 in vitro BEBYHMEGEFERRER
R e
HRERR A T in vitro ZBAEERER
R B
in vivo TOEEEHE D HERA A T EELEYSRMmMER/MZEER (in vivo MRS MR
E%)
B YR
BERE &0
R REARE

14 /32



ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
8.0 2021/04/09 610544-00014 #EERLH: 2016/04/29

AEMRERRME - 7EA A 0 RSB EERRERERRELTHET S LETER

> |~ L\O

SO A

FIATRE G ERICE DR Y NETELLY,

B5:

RrhOTS 3 L

& Sy kb

B E5RH% D BRHRAATEEE
R AR 2%

R DOEt

JoELrydya—):

7 Iy k

B 52 D EBRBRAATEES
R 25 e D2 %

|f'f=i':: S D EH

ARUDNLTILa—I:

& DY YHR

BREZR D BRHAAATEEE

| e ;10338

Hik : OECD :E&HA K54 > 451

b DoEM

Clotrimazole:

& 9wk

BEZK 0o

IRERRE . 788

fER DoEM

Gentamicin:

HHAAE-TERAD bk . T—AkL

st

BBRADEZEDE TN,

%

RbATE L

HIRICX 9 58 D HRERA A T A/ REFEER -V HER
B Svk

RERH®: RAFAATZEE
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
IRES %A BEES. STEKETA: 2020/10/10
8.0 2021/04/09 610544-00014 DEAER B 2016/04/29
R
B BT DME, D BN TF— R IZES <
BREORE~DEE L HEBA4 T BRENELURERE
oy b
WERK: RIEEA
HR EN

HE BT MEMTONT—RIZEDL

JoELrydya—):

WEIRICH 9 SR8 D BB q T S HARAESMHRAER
B.YvIR
BERE: thAHAALEISE
R et

REODRBE~DEE D HREBAA T ZRMELURRERE
B.YvOR
BRERE: A AALTEEE
R et

RUDILTILI—)L:

RIS S 88 . HERA 4 T 2R / VHRERLE
B Ivhk
BRERE: RHRAALEBES
R a
HE EUIs2PEIhBOoNE=T—2IZEDL

FREDRE~DEE D HREBA4A T ZREMNELURRERE
B vHR
BRERE: R&RAALEBES
R E

Clotrimazole:

WEIRICHR 3 SR . HERAa 4 T 2R / VHRERLE
B oy bk
BE5R% &0
A 5B LOAEL: 50 mg/kg AE
R ZREEADFEE,

FREDRE~DEE . BB T ZRMNELUBRRERE
B ovhk
BERK #0
FAEZEM: LOAEL: 100 mg/kg AE
R E-RESEM, | BEFEZEIELL,

HEBR2 1M T ZRME S URRERE
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
8.0 2021/04/09 610544-00014 #EERLH: 2016/04/29

B ovhk

BERE #0

FAFE M NOAEL: 50 mg/kg AE

R - BRIESME, | EIEEIELL,

HERA A T ZRENE L UBREE
B vHR

BREZK &0

FH4E= 4% NOAEL: 200 mg/kg {AE
R BREORBE~ADEZETZL,

HEB44 T 2RI L UVBRRERER
FE ¥

BERK #0

F4 214 NOAEL: 180 mg/kg {AE
R BREOERBE~NDEELLL,

AESE-TEXAVE D BYRRICEL D EMMBER L UVEREA~NDEZENH D
EN—HEEESN TN D, . BMERRICK D ERFICEEE
BHHZEN—BIEINTIND,

Gentamicin:
HRICx 9 558 D HRERAq T A SRR

B Svk

H5EH1: NOAEL: 20 mg/kg AE

R BEELAEEEREIRESINEM T
REDEBE~DEE HER2 A T ZRME L UBRHRE

ooy
F4 =1 NOAEL: 3. 6 mg/kg AE
R IE - REEMEE L,

HEB44 7 2R L UVBRRERER
B Ivhk

RERIE BEER

FEHM: LOAEL: 75 mg/kg AE
R - BRREMN,

HERAA4 T BN L URRERREE

B eoR

BERE: R

FAFE 1 LOAEL: 10 mg/kg AE

R BRERET, , FREIBOOSALEIL ST,

HERA A T ZRMNE L UKBRERE
B Sy bk
BRI R
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation

&S WETA: BIEEE BIEIZETA: 2020/10/10

8.0 2021/04/09 610544-00014 SEERB: 2016/04/29

FHEFM: LOAEL: 50 mg/kg AE
BRBRREC, , FRERHoNGA ST,

HEEEE-7EAAD D ABIOEFHREBEICEZEE~NDEZEDHAGERIGHH
>1=,

Betamethasone:

BBIROEE~DFZE D B oYX

REREK AN
FAEEM: LOAEL: 0. 05 mg/kg AE
R BREN.,  FELIZBEHLONT,

g ovhk

BEREK KT

FAFEM: LOAEL: 0. 42 mg/kg (AE
WBR FEhBHENTI,

B YOR

BRERE HRAN

FEZM: LOAEL: 1 mg/kg AE
R FENBOLNT-,

AESE-TEXAVE D BMRRICLDERFANOBEZENRAEICH D

HEENEREE (BEEIIECE)

FIATRELERICEDICE Y SETEARL,

HEENEREE (REECE)

R#ilch=5. RIIREKRBICLSES NTERF RER HFA BWR OE 3 OEE,
5

Clotrimazole:

(R A R BB OaT

TEAAD K D RECh=3. RIIREFLCEBIZLIBHROEZEDS Z1,
Gentamicin:

(LA . B WE

TEAAD K D REICh=5. RIIREFCEICLIEHZDESE,
Betamethasone:

IZRO RS D ORTER, RER BA WIR oK 3T

TEAAD K D REICh=5. RIIREFCEBICLIEFZDESE,
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REF—5y— b

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

Apuhlic

-5 ORGANON

Clotrimazole:

i
LOAEL

R EREHS
R 55 i i
OIS
EIR

2
LOAEL

R EREHS
R 55 i i
R ER

2
LOAEL

RS

5 - 40 mg/kg

K&

3 &

K&

FHE, B, R, K

vk

10 mg/kg

#0o

18 » A
g Bhg ElE

X
25 mg/kg

RES ETH: BERS: BTEIZRETA: 2020/10/10
8.0 2021/04,/09 610544-00014 IEYERA: 2016/04/29

REREEN

5

RhkOoF4 LA

[ AN

NOAEL 5,000 mg/kg

BERH® BRARAALTEEE

PR EE R 2 &F

JoELv vy ya—i:

2 Sy bk, AR

NOAEL 1,700 mg/kg

BEZK BAAALTEEE

[ 2 &

NST4VH:

& Sy bk, AR

LOAEL 161 mg/kg

BEZ® BAHAALTEEE

IR E SR 90 Days

RUDNLTIILa—):

[ Zv bk

NOAEL 1.072 mg/|

BREZR WA FLCA/ZR/IE)

IR ERERE 28 Days

& OECD HERAHA FS 1> 412
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REF—5y— b

Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

Apuhlic

-5 ORGANON

RES HETH: BEBES: miiEI%ETA: 2020/10/10
8.0 2021/04/09 610544-00014 #EMER R 2016/04/29

bR ) #0O

IR MR 6 -12 » A

IE RO AR HE

i IR TRALAE, R, MRt

Gentamicin:

& PN

LOAEL 3 mg/kg

B 528K AR

PR EE R 12 » B

IZ RO AR B i

fiE IR MEnt, SRAEAE

& L

LOAEL 50 mg/kg

B 528K BT

A = B R 3 &

EEOIEE B, WE

& L

L OAEL 6 mg/kg

bR ) AN

A 25 B 3 &

1R RS m% Eig NE, B

(i AR

NOAEL 5 mg/kg

L OAEL 10 mg/ke

B 5Z% AN

i 5 B 52 &

1R RS B, Mm%

(i AR

NOAEL 12.5 mg/kg

L OAEL 50 mg/kg

bR ) AN

A 55 B 13 &

1R AR ER B ik

Betamethasone:

2 RS

L OAEL 0.05 %

B E5E% R &%

A = B 10-30d

IR RS MTEAK, RER BRA
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
IRES %A BEES. STEKETA: 2020/10/10
8.0 2021/04/09 610544-00014 SEERB: 2016/04/29

& D Ivk

LOAEL 0,05 %

REE® D E SR

A = R 8 B

ZROfiE S 7]

& D YYR

LOAEL 01

REEHK D E S

TR . 8 i@

ZRfiE s 7]

& N

LOAEL . 0,05 mg/ke

BREZIK Co#0

TR R . 98 d

1= ke L mE ek EIE

mAAEEE

FIR AR A RIC S CIRY ST =L,

5%

NSIT4 UM
COMEFLITEEMIALNRSIT I EEEDBERNHSENMNTIND, Fi=lE, Al
SREIEMDBREELDIEDTHDSERLGILGITNIEGE LA,

AEIZH T 5 REEER
B4
Clotrimazole:
RS i SRR RS, BRE, KB, FE RE
A IAATZIGE OERER, HESR, BM, TH
Gentamicin:
A IAATZIHE D ENESS BiE
EZEWiEsR: RE
JEIR: OFELY, HFEL, HEE EIEY, RRREHEE
Betamethasone:
Rk A D OEMES BIE
RS fEfi COEK: BRI RIEM
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REF—5y— b

Clotrimazole / Gentamicin / Betamethasone

(0.05%) Formulation

Apuhlic

-5 ORGANON

X9 BEF M

X9 BFME (BEEN)

JoELvySya—)i:
y:E--1kd

IZxtd 5&EMH

X9 HE M (BIEEN)

SOVIOFEQKEBEEHEY ¢

L KEEYICHT HEN

SOVIAFEQKEERHEY ¢

TUOVIFOKEEEHDY

R KEEYICHT HEN

SOVIAFEQKEERHEY ¢

RS WETA: BEES: BIERETH: 2020/10/10
2021/04/09 610544-00014 #E{ERKR: 2016/04/29
Il

RIECERER

AREEM

5%

RhAF R L

As LL50 (Pimephales promelas (77w kAw KX/ 9)):> 100

mg/ |

RREERER: 96 h

WERYE: KEE S

7#i%: OECD HE&H A K54 > 203

BE EUT2MELIELONET—2IZE DL

EC50 (Daphnia magna (F#4 <> 3)):> 10,000 mg/|
BREERFA: 48 h

HERME: KEE S

wHE: LT IMEI/ONI-T—RIZEDL

NOEL #EFZEEE (&) (Pseudokirchneriella subcapitata
(#%5%)): >= 100 mg/|

BREERFMAE: 72 h

WERME: KHEE D

7% OECD HE&H A K54 > 201

&% BT EmEIL/FON-T—RICEDL

RAEEERE (Daphnia magna (A4 32 >3)): 10 mg/|
RREERER: 21 d

WERE : KIEE S

BE BT IMEILELNET—2IZEDL

LC50 (Oncorhynchus mykiss (=< X)): 40, 613 mg/|
BREERFME: 96 h

EC50 (Ceriodaphnia dubia (X <> 3)): 18,340 mg/|
RREERFRE: 48 h

ErC50 (Skeletonema costatum (GE;¥EEEE) ): 19,300 mg/|
BREERFM: 72 h
7% OECD SER S A K54 > 201

RAEZERE (Ceriodaphnia dubia (22> 3)): 13,020
mg/ |
BREERFR: 7 d
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES WETA: BIEEE BIEIZETA: 2020/10/10
8.0 2021/04/09 610544-00014 SEVER A 2016/04/29
MEMICHT 5F M D AEFERE (Pseudomonas putida (¥2—FEFX - TF

4)):> 20,000 mg/|
AREEREME: 18 h

NS4 VH:

aEMN . LL50 (Scophthalmus maximus (#—w k)):> 100 mg/|
RREERER: 96 h
WERE: KMEE D
BE EUT2MELIEONET—2IZE DL

SOUAHKEOKEESMEY © EL50 (Acartia tonsa): > 100 mg/|
[Ixd &M BREEEFRE: 48 h
BERME: KIEE S
&% BT smEIBOoNfzT—2IZE DL

AR KEEWICKT HEM © ELS0 (Skeletonema costatum (R4 L FRT +aARAZ b
41)): > 100 mg/|
IREERFRE: 72 h
WERME: KHEE D
HE FELTImEIRBONT—2IZE DL

NOELR (Skeletonema costatum GEEIEEE) ):> 1 mg/l
BREERFMA: 72 h

WERME: KIEE S

& BT 2MEN BT —2IZH DL

AXYTFThIU-1-F—Jl, TrFIik:
ks : LC50:> 1 - 10 mg/|
RREERERE: 96 h
BE BUTIYEIEONET—2IZE DL

TOVIAFEOKEEEHEY ¢ EC50:> 1 - 10 mg/|
[Txtd 5F M BREERFAE: 48 h
HE BT IMENSTONT—RITEDL

B KEEYICHT HFM ¢ EC50:> 10 - 100 mg/|
BREERF: 72 h
HE BT IPENSTONT—RITEDL

RYUD)LTIILa—)b:

aEn . LC50 (Pimephales promelas (77w kAw KX/ D)) 460
mg/ |
BREERFRE: 96 h

SOVAENKEESHEY © ECS50 (Daphnia magna (#4322 3)): 230 mg/|

23/ 32



REF—5y— b

Clotrimazole / Gentamicin / Betamethasone
(0.05%) Formulation

Apuhlic

-5 ORGANON

RE= WETH: BEES: BIEIZXET H: 2020/10/10
2021/04/09 610544-00014 #EERLH: 2016/04/29
[T d &M BREERFFMAE: 48 h

[Lx9 BEME (BIEEN)

Clotrimazole:
aEMN

(s e aY=—3 3

M-27045— (KERREEE
tt EH (2% )
BEMN (S

[Txd HEM (BHEEN)

M-27045— (KERREE
tt &RE (B )
WMAEMIZT HEM

BEKEEMICHT HENE

SOVOAEQOKEESHEY

TOVFEQKEBERHY

L KEEYICHT HEN

TUOVIFOKEEEHDY

7% OECD RERAA K54 > 202

EC50 (Pseudokirchneriella subcapitata (#%)): 770 mg/|
BREERFRD: 72 h
A% OECD SRER A A K54 > 201

BRESLERRE (Pseudokirchneriel la subcapitata (#%)):
310 mg/|

BREERFR: 72 h

7% OECD ERE&H A K54 > 201

BRANESZEREE (Daphnia magna (7432 >2)):51 mg/l
IREERFR: 21 d
A% OECD SRER A A K54 > 211

LC50 (Brachydanio rerio (€75 74 v a)):> 0.29 mg/|
IREERFRE: 96 h
A% OECD RER A A K54 > 203

EC50 (Daphnia magna (F+# = <>3)):0.02 mg/|
RREERER: 48 h

EC50 (Desmodesmus subspicatus (#k%)): 0.268 mg/|
BREERR: 72 h

RAEZLEERE (Desmodesmus subspicatus (#%E)): 0.017
mg/ |
RREERER: 72 h

10

BARESEEE (Oncorhynchus mykiss (=< R)):0.025
mg/ |

RREERER: 32 d

7% OECD REEHA FS 4 > 210

RAESZEEE (Daphnia magna (74 =< >3)):0.01 mg/l
RREERER: 21 d
#i%: OECD HEEHA K54 > 211

10

EC50: > 10, 000 mg/ |
RREERFRE: 3 h
RER S A T IR
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

RES ETH: BERS: BiIEIRETH: 2020/10/10
2021/04/09 610544-00014 #IEERLB: 2016/04/29
Hi%: OECD REEHA K54 > 209
Gentamicin:

SOVAFEOKEERHTY ¢

(s e aVY=—3 3

M-27045— (KERREEE
tt EH (2% )
M-2705— (KERREE
tt &H (815 )
MEMIZHT HEME

Betamethasone:

TUOVIFOKEEEHDY

IZxtd 5&EMH

SEEE O KEEWICKT BEM -

R KEEYICHT HEN

EC50 (Daphnia magna (F# <> )): 86 mg/|
RREERFRE: 48 h
7% OECD FRERA A K54 > 202

LC50 (Americamysis (7 AU H T R)): 30 mg/l
RREERER: 96 h
Bk 7 IHEAMSHHRER

EC50 (Pseudokirchneriella subcapitata (#k%)): 10 ug/|
BRERFE: 72 h
7% OECD RERA A K54 > 201

RAEZERE (Pseudokirchneriel la subcapitata (#%:%)):
1.5 pg/l

BREERFR: 72 h

7% OECD HBRA A K54 > 201

EC50 (Anabaena flos-aquae (7 //NOT1U7F) )47 ug/l
RREERFRE: 72 h
7#i%: OECD #HE&H A K541 > 201

AEZERE (Anabaena flos-aquae (7 / /N T 1)
7)) 1.6 ug/l

BREERFMA: 72 h

7% OECD E&H A K54 > 201

100
1

EC50: 288. 7 mg/|

RREERER: 3 h

RER S A T DRI

7% OECD HERH A K54 > 209

EC50 (Americamysis (7 A1) A =X R)):> 50 mg/l
RREERER: 96 h

EC50 (Pseudokirchneriella subcapitata (#k%)):> 34 mg/|
RREEEERE: 72 h

7% OECD HE&EH A K54 > 201

% BARERFEICS T HMHEL
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES WETH: BEEXE: BIEIZRETA: 2020/10/10

8.0 2021/04/09 610544-00014 #EERLH: 2016/04/29

RAESLERE (Pseudokirchneriel la subcapitata (#%3%)):
34 mg/|

BREERFRA: 72 h

7% OECD HRERAA K54 > 201

%% FMERFBIZETEIEFHEL

AEN (BHSY) D BRKEZEREE Pimephales promelas (77w Ay K3/
r7)): 0.052 mg/|
RREERERE: 32 d
A% OECD HREEHA K54 > 210

BRREZERE Oryzias latipes (F1A%£)):0.07 pg/l
IREERFR: 219 d
7% OECD E&EH A K54 > 229

SUVIEOKEESHEY © RAXEZERE (Daphnia magna (X4 32>3)):8 mg/l
[Zx 9 &M (BHESH) BREERERS: 21 d
Fi%: OECD HEEHA K54 > 211

M- 75 %— (OKEREEE : 1,000

¢ RE (B )

®REH - oEYE

B4

RrhOS 3 L

£ o D RR So@mETIEAL,

Eo0fE: 31 %

MR 28 d

7% OECD HE&HA FS 1 > 301F

fmE: AT 2mELICE/ONE-T—2IZE DL

Javvrydy)a—i:

E R L OEER B4MEM,

H£0fR: 98.3 %

RREERER: 28 d

7i%: OECD RERAH A K54 > 301F

AXYTho-1-F—), T x4

R L EER BAMEM,
HE0fR: > 9%
BEEERERT: 19 d

RUDNLTILa—):
||£ 5 B D fEE BAMERM
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RET—HAI—F A
Clotrimazole / Gentamicin / Betamethasone #+ ORGANON
(0. 05%) Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
8.0 2021/04/09 610544-00014 #EERLH: 2016/04/29

HofE: 92 - 96 %
MREERER: 14 d

Clotrimazole:

K TODREM D sk fE: 50 %(242 d)
Gentamicin:
SO DR REN TR

H£5f2: 100 %
RREERER: 28 d
#i%: OECD REEHA K54 > 314

EURERNE
B4

JRELYS Y a—):
n~-#%o%/—IL/KHEHZREH : log Pow: -1.07
(log {&)

INT T 4 Vi

Ih-#44%/—n Kk5EESH :© log Pow:> 4

(log fE) I ]

RUDILTILI—)L:

|n—7J"] B/ —=IL/KDERRE ¢ log Pow: 1.05
(log {i)

Gentamicin:

|n—7J"] R/ —IL/ KBRS © log Pow: < -2
(log {i)

Betamethasone:

|m¢79/—»/mﬁm%ﬂ : log Pow: 2. 11
(log 1)

S LIs
F—a#L

* VU RAOHE
T
moEELE
F—aHL

27132



ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
&S WETA: BIEEE BIEIZETA: 2020/10/10
8.0 2021/04/09 610544-00014 SEERB: 2016/04/29
13. BELDOIE
BEARE
BREEY L B EAKOESIH LS T B,
ERRER AL L EOBBRE. UHA L EEEEOEDI. BTES

REEYLEXREICRRT S
BICHEENEMES, REARELTEET 5.

14, WX LDERE

B FRER
e _E #5% (UNRTDG)
EEES (UN number) : UN 3082
[E&E#X 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(betamethasone, clotrimazole)
E&E5 %8 (Class) © 9
BB/ ZEHR (Packing group) o111
Z ~)L (Labels) 9
fii 22%6;% (IATA-DGR)
UN/ID #%E (UN/ID number) : UN 3082
EE#ix4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(betamethasone, clotrimazole)
E&E 5 #8 (Class) 9
BB/ EMH (Packing group) o 11
Z ~)L (Labels) . Miscellaneous
WafEr (EYHE) (Pack- : 964
ing instruction (cargo air-
craft))
HWafER (REH) (Pack- @ 964
ing instruction (passenger
aircraft))
REREEMN .
#5_E#i% (IMDG-Code)
E&Z& S (UN number) : UN 3082
[E&#i% 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (betamethasone, clotrimazole)
E&E 548 (Class) )
BEZ MR (Packing group) o111
ZRJL (Labels) 9
EmS a2— F (EmS Code) : F-A S-F

BEFLEME &Y - FEE) ¢ &Y
(Marine pollutant)
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RET—HAI—F A
Clotrimazole / Gentamicin / Betamethasone #+ ORGANON
(0. 05%) Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
8.0 2021/04/09 610544-00014 #EERLH: 2016/04/29

MARPOL 73/78 MiRE Il RUF IBC a— FIZ& 3 X 5WAMEShHHEME (&Y - )
HisSh - IKBOHAICIETIEZS,

Il PR il
E0REDERGE. HE 15 238T 5.
DR ERE

CCICRBEATLIEES . FROBMETOLOT, KRET—2 2 — FOFRTHRHGS
NEESICHABESA-MBOBREDHITEDIVTVET, BEFEE. REFR. Nysr—SH%
A XEMBCHMAORUDEEICLY, EEENDAAREELHYETS,

15. ERZES

BEE LR

EBGE

By, IBEABRMICZLALEL,

L [#::373

|| B me

=z =
Jonr—1, 2—SH—)L 106
a—7FILFIL (C=9~11) —w—EFOAFIKRY (FFLITFL 188
V) (BEHHSFENT, OOOKFENDLDIZES, )

a—FILF)IL (C=12~15) —w—EFAFIRY (FFLTF 189
Ly) (BMEHRPFEHNT, O0O0OKXKFBDEDIZRS, )
[a— (ZILF)L (C=16~18) ) —w—EFOFIKRY (FF>T 250
Ar—1, 2=U4)0L) Riga— (FILy=)L (C=16~18) ) —w
—ERFAFIRY (FFPTE20—1, 2—DA)L) ]

FBERE/LEE

BEENBEUAShIBFED

JEER

BEDHTERITHINEZHED

JEER

BEEENLEHARYME

JEER
ERFEDEH oM=L EWE (BRFLEYR)
EH

ZEREORBD oh-LEWE (HFREHEFHE)
EH

AMNEZENIRECRVRVEEY
EE ST D2 BITFRARE9)
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
8.0 2021/04/09 610544-00014 #EERLH: 2016/04/29

b4 &5 EHE (%)

| ERE 168 >=20 - <30

BMFERTIRECRVRUVEEY

EHE O & (BITRE185F)

x4 =

| B 168

HECEMEREFHHRA

JEELY

sehEFERA

JEELY

M7 LI ET R

JEELY

AREATRE TR

JEELL

HEBREWMEEEITE - WRE— (BEKEY)
JEELL

ENRURIYEE

JEELY

tEYEHHICEEEREE

JEELY

BEHRARRE

JEELY

DE-$E1E S

JEELY

fafaR & ik

fEHRAIE 2, 3 RERMERAIKRE 1 AEUYE
L2k

FEATHRAISE 194 £KAERMERIRE 11 ZOMOEEY

BESREFRVBLEEFONILICEYT &R

(& 5 A dE . AERAYMEC R

LT TIpES L BEEREYE

R 3E B U A A ZE Al

FREFEMIERE (B - A
Y

FEMERBHREY (@ - @A)
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ReF—2U—F A

Clotrimazole / Gentamicin / Betamethasone i ORGANON
(0.05%) Formulation
RES %I BIMES- STEETA: 2020/10/10
8.0 2021/04/09 610544-00014 SEVER A 2016/04/29
ey
BEEYOLBRUVERICET Sk
EEEREY
COERGOBRFIZODVWTEEA RY M) —~DIEHIER :
AICS . R
DSL . R
IECSC . RE
16. ZDHOIER
HiEsR
31 Xk . AT T—4 . EA SDS [CES< F—4. OECD eChem
R—2IILE I VBN ER http://echa. europa. eu/ D&

RIER
LRIN—Ca UL ERESNERBRANETE 2 AR THRARTINATLES,

Aft7+—<v bk : #/A/H

T OHDIEEDNEX

ACGIH © RE, ACGIHRFRE (TLV)

BAREXRGEFR FRR @ BAREXGLEFR HRREFOHT -1 LEHVHEOHBRE
)

ACGIH / TWA 8. HEMETY

AAEXGEFR FER | HORE

FE) /OEL-M

BREXGEFR FFER @ BAHERE

FE) /0EL-C

ALIC - =R+ UTDIFRILELZERAOAD MY ANTT - TS DILEREEHE, ASTM - XK
EMHHRGS bw - (KE; R - EH UM, TERRME. LEEULHDIESNHME: DIN -
FAURBIHEELE DSL - ERYEY R~ (BF4%); Eix - 2D XWORIEERIEFT EEZ
bNBHRE: Elx - FED XWOREERIFT EEZONDIEREE, InS - BBRHOR TP
—JL; ENCS - L BZEDEEFLEME ) X b ErCx - FED XYDORIGERIFTEEZEZONDK
R&R RG - REMICOFEIE; GHS - HFRAMI AT L GLP - HEREkHE, [ARC - EHR
NATRZTHEE: IATA - EEMZEEERS, IBC - BRIEFHOESBEELXZD-HOMMOEE
RUHRRICET 2ERMRA 1650 - 50%EEFRE: ICA0 - ERREMZEME. [ECSC - HEER
FLEWELSE: M6 - EffBLERYMAIE. IN0 - EfFBESEHEE: ISHL - FBREEEE
(BA): IS0 - EFRELHE. KECI - REBRFLFEYMERE: LC50 - 50%HERE LDSO0 -
50%EEE (FHEILE) | MARPOL - MMAIC L 5 DD -HDERSE, no.s. - il
RMBNATRIA TS L DZERRC: Neh - F YRR NOWEC - |EEZMHZEIRE NOAEL -
BESMRZEL AL NELR - BEEUZEEFEES NOM - A £ a2KRA NTP - XEE
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Clotrimazole / Gentamicin / Betamethasone i ORGANON

(0.05%) Formulation

R EE = HWETH: RERS: AT[EZETH: 2020/10/10
8.0 2021/04/09 610544-00014 #EERLH: 2016/04/29

REMITOT S L, NZIoC - Za—2—5 v FMEZEME AR, O0ECD - #Z3F1H HEASMME, OPPTS
- LEMEREM - AFHILER: PBT - oMY - ARSBHEN - HHME WE) © PICCS - 7
1 VEMEERE A R ) —; (QOSARR - (EEH) #WEFMEHEES, REACH - LEHMEDE
. 5TMfi. 3B AR KU EE (REACH) [ZBI¥ 53HAI (EC) No 1907/2006; SADT - B inE5,#Z
BE: SDS - R&ET—42L— b TCSI1 - BEZILEMEASA A2 M) —: TD6 - BIRYEE:
TSCA - EEMERGE CKE) ; UN - E:E; UNRTDG - EESERYEEENS, vPvB - EEIC
EOMRUFEICHEEN, WIS - EXRSRIRFEUEVERBR A TL

CORET—RI—FUUAT TSDS) &0V3) TRIMT HFMUT TRFEH &0V I) K. FEH
BERICENT., BHEOKREOHH. BFHR. RPEIDLETERTHHEHHLIEZEDTY,
AIEHIE. HEOREGEEKL., FHA. LE, RE, #E. EERVCRRICETLIHI TR E
LTOAERSNTEY . WHARSRIERIIAEREEZLTHLOTEHY FHA. KRIEHRIE.
SDS DEREFEIZRENTLAIRESNHAICETILDOTHY . ARAHUGAMORA EBAT
HET, XETORPTHEASNDEE. AXFRITERMNGVRY . BRICEAESEOETREMS
AHYET, ABRBOFERAFSMICEV TR, FERRVHEZEZEZERY 55812, FRES
MORRERICEITHIAEGOBYZTMZEH T, FRESFLOERT 5HETORENRKR
[CHITHARHBOEKEL., FA. LE, RUOREIZOVT., EEEWVLEY,

JP/JA
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