R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: BEES: AIEIRETA: 2024/12/03
1.1 2025/04/14 808848-00029 #MEERLE: 2016/07/22

EERDEBR . Clotrimazole / Gentamicin / Betamethasone (0. 1%)
Formulation
D YEE FEE . OTOMAX OINTMENT (51104)

HiaEOSt4T. ERRUBESES

HEEDSHEN : MSD

eSS : 1-13-12, Kudan-kita, Chiyoda—ku, Tokyo, Japan
BEES : 03-6272-1099

BFA—ILT KLR . EHSDATASTEWARD@msd. com

RREREEES : 1-908-423-6000

HRAZRRUERLEDOFR

HEZ & . BEHEM

R £ DHFIRE o OIEERH

2. ERAEEOEH

2R D GHS 497
HESH . EH 1A

BEEMEREE (REFEC @ B9 1 (WRTERF RER HR, B, L&, 8%)

=)

KERBEHEN BH (2 -5
%)

KEREBERAENE RY (18 R
%)

GHS SR ESHE
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R&T-—%—t CIMSD A e
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: REES. AIEIRETA: 2024/12/03
1.1 2025/04/14 808848-00029 #MEERLE: 2016/07/22
KBRRAXIES VRV ; % %|
T EMEEEE e
EREEMLIFR : H360D B RADEZEDH TN,

H372 REfICH -5, RIIRERZIC L DHER BRTERK &£
&%, A, WIR L% 2T OEE,
HA10 REAMEGERISSE(C Kk > TIKEEMIZIER TR LS,

ek

P201 ERARTICERIREGRBAEEZAF T H &,

P202 £ THREFIELZFAHEMIT DT THYFEbDENI &,
P260 S X F/ERZEZ|MALEBE &,

P264 BNtk WMRITEEZ# L CEZS 2 &,

P20 COHE G EFRTHEEIZ, IBEXRITEEZ LN
Eo
P2T3 IRIEADMHF#E(TDHZ &,

P280 {REEF R MRENR RERE REMmEERIT S &,
EREE:

P308 + P13 [EK BXFIEK BENBENHH5E | EEIDIZLE
SEREHETERITHI L

P391 R ZEEINT B 2 &,

ReE

PA05 fEfE L TRET B &

B

P501 NEY., BB ERBIN-NBHERICEETH L,

GHS MK L LMD ERE T
R L,

3. MRRURSER

EEME - BEEYMDORXF . BREY

5%,

(==X CAS HBS SE= (% w/w) BEIRAREE
55

BEdh (FmH) 8042-47-5 >=90-<=100 9-1700

Clotrimazole 23593-75-1 >=1-<2.5 -
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RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S }ETA: BEEE: BIEIZRET A: 2024/12/03
1.1 2025/04/14 808848-00029 #EERLBE: 2016/07/22
Gentamicin 1403-66-3 >=0.3-<1 -
Betamethasone 378-44-9 >=0.1-<0.25 -
4, [GREE

—fREIT RN R

WwAL=EE

REIZftE Lz5E

RICA-5E&

RAAATZGE

RMERRVEREERDOR

LERLHIRER
WEHEZY 2BDRE

EEICx Y SFATIEEE ¢

EHDGEEP. [ADVT BV EERELICEEDREE
2T,

ERNREICIHE. FLEARBIHIERIE. EMDIERE
2T,

RWAATZIGE ., FIBEEIDER~ABHT 5.
ERLEZRTS,

HEMLEEE, ELICKRBZATAELEZEDKTEVNRT,
BERLERBRESUHZR <.

ERLEZEZTS,

BEADHIZKRZES

HEBFERT HRICERISHKS.

FHEEE LT, KTRZ®RFT 5.

FFHH Y RGT HBEICIIEREETERERITS,
RARAATZGE . BEICHMEZL,

ERLEZEZTS,

KTAZELLCTI

BRADEZEOEZ.

REIICH=5. XREREFLBICKDBHOESE.
HABRERFIBEODREITEEZLL, HESNTLLHEK
EREZERAITS L, BEOTRRREAHDIESIE. HESD
BYGEAAREEZSREOC L (BR8E5H) ,
XEHREBSSUMEREZERITAH &,

5. KKBDIEE

B Y73 H KA

82> TIXR 5 R LVH KA
HEDRIREEN
HERGERIEY
BEDHXAE

JKIEFE

it 7 )L a— L ia sy h Kl

“EbmE (C02)

R H M H

MR,
BRIRERM~DBBRIBEICEERIFTEELH D,
REEILY

WZORR & FDREICIE C TEYGHERFRZANS,
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RET—H—F EIMSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: BEES: AIEIRETA: 2024/12/03
1.1 2025/04/14 808848-00029 #MEERLE: 2016/07/22

RABHDBRERANT DEDIZKEEET S,
RETHNIEREBEI VT FEZANKBEEIO BT,
RighoBESED &,

HRETSEORE DORKEFICIE. BIEXRSBEERYT 5.
REEZERT .

6. IRHFDEE

AMEIZHT HEEER. RE @ REBREZERT .
BERUVRIFREE REGMYFZLDT (R (HBTZ22R) ©. BARE
BDREERICEN (IRE 8231 .

BEICHd 5FEEE D BREAOKREEREITEZ L,
REFHERALTHDL, INPIEFINZELEDHS,
GERAICIEESIDEHC HLERADFEREFAFAMINYTIHE
I2&3),
FBRINFREKEREL. 09T 5,
RENELLEIRTEHEWNES(E, HABARKICERT 5,

HLRADRTHEDAERY @ FEEGRIM TRINEE 5.

2 ZERICCENGE. HRREECFOENLGH CADFE
ZELT. BABBVESITT ST &, WREICERLEE
MERVITTRVWEIFHIENTEDIHFEICIE. EURL-Y
Bz EUGERRNIRET 5.

REVME BV GRINFITRET 52 &,

AEREHRE., BETHRICE, EMABARREITVEDR
BIcft-TRET S &, TORBICERASAEYEIZON
TLRETHD. EQRAUNBERAEIN SN EHERET HRLEN
H%

ASDSDIEB 13HE LV 15 2ENT, ABBRELVED
ERHEORZEDY

1. BEEVWERUVRELDIERE

;67 A

SR L:OPTE K ERLERVREREDHEDRERKESE,

PR, 2KBK DR EBRENTELWVMESX. BFRIEREEZFERAL T E
Y,

REWRTESIE D BIBPKRIRIZAIFEL,
SRMBRREFRJRALGWND &,
BRAIRAFE LN,

427



RET—H—F EIMSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: REES. AIEIRETA: 2024/12/03
1.1 2025/04/14 808848-00029 #MEERLE: 2016/07/22
R&DiEMERT D,

BkWVRIEIREZLSCES 2 &,
BISBREREOHKRICEDE, EEHOBESLUREHD
ETREICHEVERYIES 2 &

BREFHALTHELCIE,

CHEREFERATHILEEIC, MBERITREEXLAEWNI &,
FNOREMZHLEL, BEAOBREEZ&HRNMRIZTEEL5:E

9%,
A ] 8 D ERER
XK D BEOERAFICEENE~DIELKEOFEREENHHISEE(E.

EEBOELIZTA ISV VI VATLAELUREZV Y
D—%FH/EL TN,
FRATPISRERUVEEZZILT 5,
BREINF-KRITIBFERAT HAICEET S L,
27T 4 DHEMEARL—avICEk, ToP9=FO
vho—)L, BUGEANERE. BULGKRLESKVE
ZREFIE, EXHEER. EXEREEEERFIOFEROL
Ea—%28ORENHYET,

rRE

RELGREERY D BRI RILODVNERFICANTE S,
ELTRET S &,
BZLLAYEDS,
EEOREICH->TRET 5.

EMEZIEYmE D ROBGBEEE VO L LITRE LG
SRER AL

ZEQGBHRUEM DOBESBUOME HMRGL,

8. I EMILRURBIEE

ERRBICET IR RBRR/HFERE

5% CAS B= BE (REYR | EERE/REE | HA
9] BE | FRERE
Befiin (Fil) 8042-47-5 TWA (R A& | b mg/m’ ACGIH
)
Clotrimazole 23593-75-1 TWA 0.2 mg/m3 (OEB RER
2)
Gentamicin 1403-66-3 TWA 0.1 mg/m3 (OEB RER
2)
FEHBIEER: 0T0
Betamethasone 378-44-9 | TWA | 1 pg/m3 (OEB 4) | W&
BRI RS
| =EYSIE | 10 pug/100 cm® | FISB
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RET—H—F EIMSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: REES. AIEIRETA: 2024/12/03
1.1 2025/04/14 808848-00029 #MEERLE: 2016/07/22
B {3 DOUTRAM Oy MEERRRETOESE - HERITOFHRT

T, MRE, BRKR. FEAFOBRIZICONTIE, HIEE
MEDOYRYFMEEERL CEYGBEESENREZHIE LT
KETWL, ZOMEORYFWIZLEYELSAEEDHD
BEHEZED IRV E. EHOER WMEMNLGEELCRIESE
BE) NEELEY, BEICELT, ORI VHYO0—
Sy —PORFHSEE Bl NMAFtEt—TTsFvERY
b, BEXNST VRIS O0-Ur—) BEDITZMFHIEHE
FAOWTHREINIBRERFABEUTOERHEELZHIFLE
¥, BEBRENEOOSNTLLRWNMESIX. ZRPEESE
AEMICERTRELZRYIESHIZTINENHY ET,
i, REEPSLUVREZRET LD, 20027
JEBIIRMERETICKYERESN., WP EIZITRHRVERESL
BHENHYET,

[RA], FABAIRETIIRYFEHHENTLEELY,
HO0—XT7AatA AT LMMEIEFEZERLET,
RRECTRYIRSBEEX. T7AVILIET SAEEEZDI L
TWa=H, BIZIEL=NNMAE—TF1sFvERY b,
BRI—FELIVZDELIDOIME TN, REFETIFERALE
T, COREEENGZENMEE. SAVPLAELLERVF R
v T ETRYFRWET .,

fREER
MR RRER D EYGRAHSEENFATELRMES, FRE < EFE
THEENA RS54 D OHEEND I BNRESAHEE, F
RREHFEEZFEALEL LS,
T4NE—84T D WHTFREAERESAOESS AT
FOREER
ME DO HEREFR
e D FREZETERIDCLEERELEL LS,
RORER YA R M EREREL LKEXT-TILEBERT 5.

FEREL LIEERITEDZMRE, S Xk, =70Y
W ERRET BHIGEX. BRIV ILEFRT 5,
MLA. SR, HLLEI7Z7OVILICENEESLSINS
AL HBBEAIE. T —XP—IL KL LLIFZFDEFELD
L7 z—RBEOTOFU 3 vEFRALELES,

EERUVEARDRER D AZ 74 —LELIEEBRERO—FEFERALEL LS,
MEEAZBELEVWLSIZ, EEINDIZRVICEDE, &K
FEBEOAH— AU rZEEBMLTEALELLES (Bl, RU—T
Lyy, T2, BEFR, FMETR—YRE) ,
FBERINF-AREM D HIKIRZE R CIHEEILEY R AETIT-
TLEEEL,
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RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone

(0. 1%) Formulation

&S
1.1

ETA:
2025/04/14

REES.

808848-00029

AIEIRETA: 2024/12/03
#MEERLE: 2016/07/22

9. MEHRMLEHEE

WIEIKRE

&

R

RhoLEs0ED)fE
AR B E R
BRXIIE R KRV HEEEE
AIRE (BER. =UK)
ATEATE GRIK)

e

T

BRETRARVERLRRE AIARR

REEHED LR/ ATALR

B

BRREGEDO TR/ AIATR

B

BRENRE

HE
BAEE (EhhTEER)

BEE
KB

n-#449 4%/ —JL/ KHSE%EEK
(log 1)

i

ERE

T—37%L

F—5%L

T—87%GL
T—87%GL
T4l
F—4iL

T

7127



R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: BEES: AIEIRETA: 2024/12/03
1.1 2025/04/14 808848-00029 #MEERLE: 2016/07/22

RERV/RIFHEAEE

HE DTkl
HE L T—aIL
X7 REE L T=aRL
BREERE CORREMGL
BR L4t D AHBREREEMELS LTESESAGL,
RIFF
T S PN DR E

10. REERURGHE

R D RIGHERE LTI EI NG,
LR EM D BEORETIEIRE,
fEl&x A E RIG AT REMS O BUOBRERIERESTHIENH S,
BTHRNEEN DORRAL,
REREIRYE D ER{EA
BREE LD EERY D BRAESLSBERMIIEM SN TULVEL,
1. EEMHEH
AREMD H D REZEDOFER © |A
RS
EE
RBIZA-E=BE
st
FIATRERIERICE DR Y DETERLL,
B
AansEE #@&0o) D RMEMHEE > 2,000 mg/keg
Bk HEICLBAEE
SHMEE RA) D AMEMHEE > 5 mg/l

RREERME 4 h
HEBRRIE MLA/S R+
Hik SEICKBAE

81/27



RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: BEES:
111 2025/04/14 808848-00029

AIEIRETA: 2024/12/03
#MEERLE: 2016/07/22

AMEE B

B

Beghm (FiH)

AMEE (&0
aMsEE (RA)

AMEE BR)

Clotrimazole:
AEEE #&0)

AMEEE (RA)

2MHET BR)

Gentamicin:
2MENE #&N)

2EE (RA)

AET (Z0thoRRE)

AMEEHEENE > 2,000 mg/kg
HE HEICKDHE

LD50 (5« k): > 5,000 mg/kg

LC50 (T k): > 5 mg/|
BREERFE:4 h
HEBRRE MLA/ZR T

TERAAV M COVEFLIFTEEYETZEORASHEITE

A

LD50 (%4%): > 2,000 mg/ke

TERAAV M COYEFLFEEYEIZEDRESEILE

LY,

LD50 (S k): 708 mg/kg
LD50 (% 2 R): 761 mg/kg
LD50 (94): > 1,000 mg/kg
LC50 (T v k):> 0.73 mg/|
RRERE: 4 h

HEBRRE MLA/SX b+

LD50 (%9 R): 923 mg/kg

LD50 (5« k): 8,000 - 10,000 mg/kg
LD50 (= ™ R): 10, 000 mg/kg

LC50 (5w k):> 0.2 mg/l

RERFE:4 h

HERIRE MLA/SX b

fmE: CORETIERTIEIREINATLVAEL,

LD50 (5 k): 67 - 96 mg/kg
R 52 BHARA
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RET—H—+h EIMSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: BEES: AIEIRETA: 2024/12/03
1.1 2025/04/14 808848-00029 #MEERLE: 2016/07/22

LD50 (5« k): 371 - 384 mg/kg
BE52K: BIAN

LDLo (HJL): 30 mg/kg
B 52 FRARMA

Betamethasone:

SEst D) D50 (Z v k):> 5,000 mg/kg
LD50 (v~ R): > 4,500 mg/kg

2HEE (RA) : LG50 (T k): 0.4 mg/l
PR 4 h

REBRYE.REHE

FIATTRERIERICE DR Y RETEHLY,

B

BEfHE (Rl

i R =

WwR D EERIEAZL

Clotrimazole:

L] RS

WwR D EERIEAZL
Gentamicin:

L] RS

#HR D BEORIERH
Betamethasone:

(] D oYX

R D BEORERE

BRIz S ERTRENE RREE
FIATRELERICEDCRY DFETELL,

H5:

Begkn (Fil)
7 R
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RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone

(0. 1% Formulation
RES %ETH: BIEEE:
11.1 2025/04/14 808848-00029

AIEIRETA: 2024/12/03
#MEERLE: 2016/07/22

R BRANDRIFG L

Clotrimazole:
i R

R B E ORI
Gentamicin:

i R

R D BEORERE
Betamethasone:

i R

#HR . BRAOREAL
PRI 38 REE 1 IS R FE 1%

REBRAES

FIATTRERIERICE DR Y DETEHLY,
PRI 35 BLETE

FIATRELIBIRICE DK B Y RETERL,
%
BefE (Fil) -

e 4 T Ea—5—i%
REOEER D RIS

2 . EILEY R
WwR DB
Gentamicin:

£ F—27L
Betamethasone:

REOIRE D OBR

& . EILEY R
R D OBULVREMYE
AEMRERRY

FIARTRELERICEDCRY DTSR,
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REF—8U— b

€I MSD [ .

Clotrimazole / Gentamicin / Betamethasone

(0. 1%) Formulation

&S ETA: RERE: HTEZRET A 2024/12/03
111 2025/04/14 808848-00029 #¥IE4ERLA: 2016/07/22
5%

BE&§H (RiH)

in vitro TOEEGEM

in vivo TOEEEM

Clotrimazole:
in vitro TOEEEENE

in vivo TOEEGEMN

AEMEERRE - T ER A

>k

Gentamicin:
invitro TOEEEM

HERS A T in vitro BELBYHIEEFERHR
R e

HER A 4 7 IEELEM R MBR/MZEER (in vivo MREE 4R
ER)

B YR

BB ERERNES

7i%: OECD RE&RH A K54 > 474

R [

BE BUTIMEIEON-T—FIZEDL

HERA A T MEWE L B ERRA TR ANES)
3 et

HBE AT in vitro ZEKRERE
55 patt

ERERA A 71 in vitro /MEERER
R e

HER 2 4 T IHE B AHRMBR/MZERER (in vivo MRS
ER)

B oy hk

BER®K &0

R fatt

HEAY A T HEERFOLEBHREESE (in vivo)
FE: NLRAR—
R pEtE

RBAE C ETEMRBRAEERE LTHET S LETER
L\O

HER2 A T in vitro HELBYHRECTFERER
R

HEBEA T in vitro LEKEERE
4 TR
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RET—H—F EIMSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S ETH: BEEE: BiIESkETA: 2024/12/03
111 2025/04/14 808848-00029 #¥IE4ERLA: 2016/07/22
in vivo TOEmEM D BREEA 4 T EILEYARMEBER/NMZERER (in vivo MRS
E®)
B.v9R
BREZE: BT ST
R 2
Betamethasone:
in vitro TOEEE%E D HREBAA T MEMER VWS EREALTESER (AMES)
ER: 2
HERA A T in vitro HEEYMHIREGFERESR
EER: 2
RERR 4 71 in vitro 2 BAEERER
R B
in vivo TOEEGEM D HRERA 4 T HELEYHRMmMER/NLERER (in vivo MifRE R
E%)
B:.v9R
BREZK £0
R TR
HIEMRRERRE - TR A ¢ BAASAECABERREARAZTERE L TRET S LIETER
>k LY,
BHEAM
FIATTRETIERICE DR Y RFETERELY,
%
Befkh (i) :
i D vk
BE52% D ERIAATGS
r3Alied | . 2448
WwR DB

Clotrimazole:

L] . Iw bk
BE5Z®R C &0
A% 55 B . 7188
ER D R
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S }ETA: BEEE: BIEIZRET A: 2024/12/03
1.1 2025/04/14 808848-00029 #EERLBE: 2016/07/22
Gentamicin:
ENAE-TERAADF D T—A%L
st
BIER~ANDEEZEDE TN,
Ry
BEgkn (BH)
ERIC 9 S D REBRA 4 T —tHRAEEEEHER
Sy bk
RERIR: RIEER
R 2
BROKE~DEE D HEBAA T RN LUKRRERREE
B Sy bk
BRERR: SRAHDATZEE
R =

Clotrimazole:
ERICx 9 S . HERA 4T 2REeh / VHRERLE
oy bk
BE5ER: &0
S 5E7: LOAEL: 50 mg/kg {AE
R ZREADEE,

RROEE~DEE D BB T ZRMNELUVBERE
B oy hk
BERK 0
F4E M LOAEL: 100 mg/kg AE
R E - IRREMN, | HEFEZEETLL,

HERAA T ZRWSLUBRERE

B oy bk

BE&ZK #0

FAEE M NOAEL: 50 mg/kg A=

R E - RESME, | BEFEEIELL,

HEA 4 T ZRBNE L UBRREKE
B voR

BE&K #0

FE =1 NOAEL: 200 mg/kg {AE
R BRREORB~ADODZEEGL,
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: BEES: AIEIRETA: 2024/12/03
1.1 2025/04/14 808848-00029 #MEERLE: 2016/07/22

HEB44 T 2RSS UVBERE
& oYX

BER®K &0

FEASM: NOAEL: 180 mg/kg AE
R BRREORBE~DEETEL,

AEHEE-TERAADE D BYRRICE D EMMBRE S UVEBBANDEZEN DD C
EN—BREEESN TS, , BIMRRICK S EHEFICESLE

BHdEN—BILESNTIS,

Gentamicin:
ERICx 9 S D REBRA 4 T R AEEEHER
B Sy bk
H 5B H: NOAEL: 20 mg/kg AE
ER BEELEEERIIBRESNEN ST

RROEE~DEE D HEBRAA T 2RI L UVKRERT
& oyx
FE =1 NOAEL: 3. 6 mg/kg AE
R E - RRSBMEEGL,

HEA 4 T ZRBNE L UBRREKE
oy bk

BEZE: BEER

FAFE M LOAEL: 75 mg/kg AE
R IE - RIRSEM.

HER4A4 T ZRWELUVBRERE

B woR

BE2EK: BEEA

FESM: LOAEL: 10 mg/kg AE

R BRERRET, , FRIEIBOSAEM 1=,

HER4A4 T ZRWELUVUBRERE

B oy hk

BE2%: BN

FHE M LOAEL: 50 mg/kg AE

R BRRET, , FREZEOHNE, o1,

HiEEE-TEAA DB D AHOEZMREICKSIEE~NDEEZZEDHSEERIEHH
-7,

Betamethasone:
fBRRORBE~DZE D @ oYyx
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: BEES: AIEIRETA: 2024/12/03
1.1 2025/04/14 808848-00029 #MEERLE: 2016/07/22

BEK: AN

F 4= LOAEL: 0.05 mg/kg AE
R BREREM., . FTEMIBDHLNT,
& v tb

BEREK ET

FAESM: LOAEL: 0. 42 mg/kg AE
BER: FrBdoht-=,

B woR

BERE AR

FAEM: LOAEL: 1 mg/kg AE
R FELBOHLNT=,

AEHEE-TERAADE D BYRRICEDERBENODEBEZENHEIZH D,

FERMBSBSE (HEEITCE)
FIRATREGERICEDCRYDETERL,

FERMBHRSE (RESCE)
RHIIH=5. RERERFICKHHEF RTEAKR RER HA KWK LE BT OEE.

B4

Clotrimazole:

EZErfE 2 R BE AT

TEAA R . RECh=5. XIREFCBIZK2BEBROEEDS 1,
Gentamicin:

EZErfE 2 . Bl WNE

TEAAU R D REITHh=5. RIIREIFCEBIZKIEHIDES,
Betamethasone:

Er gz D NTERK, RER BA WIR g 3T
TFERAAT R . REIICOH-5. XIEREBIEKBICL SERDES,
RERSEM

B

BEfkin (A

i RV S

LOAEL ;160 mg/kg

BE52% D BRAIAATEGE
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RET—F—F I MSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES ETH: BEEE: BiEIZRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EERLBE: 2016/07/22

A% 55 o 90 Days

& . Zv b

LOAEL o>=1 mg/l

BEZ% D A LCA/ZT R MNIE)

A% 55 e ;4@

Ak : OECD HEEHA K542 412

Clotrimazole:

L] D oYX

LOAEL ;5 - 40 mg/kg
BE5ZK D RIEtEA

A% 55 o 33

ErfEaR . KIE

fiE K D FE &%, BE, XK
i D vk

LOAEL : 10 mg/kg
52K © &0

A% 55 o 18 # B

ErfEzR L B B BT
1 DN

LOAEL : 25 mg/kg

B 5 REg 0O

A% 55 B . 6-12 58
EriE RS -

fiE K D OREEE, R, MEft
Gentamicin:

L] S

LOAEL ;3 mg/kg

B 5 #E . AR

A% 55 B 12 5 R

ERIE AR . B

E K DOMEnE, FRREAE

L] |2

LOAEL ;50 mg/kg

B 5 #ERg . KT

AR & B 38

ERIE AR . B, WE

(i |2

17127



RET—H—F EIMSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES ETH: BEERS BiEIZRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EER R 2016/07/22

LOAEL © 6 mg/kg

B 5 #ERg . AN

B 25 o . 3 H

EHIE AR . Mk, B ANE, R

i R S

NOAEL : 5 mg/kg

LOAEL ;10 mg/kg

B 5 #ERg . AN

A . 52 A

EHIE AR D B, miR

i D vk

NOAEL :12.5 mg/kg

LOAEL . 50 mg/kg

B 5 ER% . AN

A 13 8

ERIE AR . B

Betamethasone:

L] L oYX

LOAEL : 0.05 %

B 5 Eg D RIS

YA : 10-30d

ERIfEER L NTEAK, RER BRA

L] Iy b

LOAEL : 0.05 %

B 5 #E L RIS

i 55 B R 8 @

ERE AR . HRR

2 IONIR

LOAEL D 0.19%

B 5 ER% D RIEYEA

AR 55 B 8

ErfiEzR . HORR

(i S

LOAEL :0.05 mg/kg

BE5Z®R © 0

A% 55 B ;28 d

ERlE RS D Mk, KRR, BIE
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S }ETA: BEEE: BIEIZRET A: 2024/12/03
1.1 2025/04/14 808848-00029 #EERLBE: 2016/07/22
RAABEM
FATRELIERICEDOCRYDETERLY,
AT T B RBAHER
B4
Clotrimazole:
RS A O EIK BB, BE, KA, ZFE A
RHAIAATEIGE DOEK B HER, EM, THE
Gentamicin:
ARG E D EENESS B

Erligds: RE
K HFELY, HFEL, HEE HIBY, RRIEMHE

Betamethasone:
A o EnEE BB
RS A COfEIK FAR, BREE, RIS

LSt

B

BedHE (Ril)

AasEl : LC50 (Oncorhynchus mykiss (=<<X)):> 100 mg/|

REEERFME: 96 h
7#i%: OECD RE&EH A K54 > 203

SOUAKEOKEESHSY © EC50 (Daphnia magna (A 32> 3)):> 100 mg/|
IZxd 55MH IRFERFME: 48 h
Ak OECD RE&R A K54 > 202

BHEOKEEWICHT EENE 0 RKREFERERE (Pseudokirchneriella subcapitata (#&)):
100 mg/|
RBRERFME: 72 h
7% OECD HER A K54 > 201

AEMN (IEHEH) D RAREFERE (Oncorhynchus mykiss (=< X)): 1,000
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RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S

ETA:
2025/04/14

REES.
808848-00029

AIEIRETA: 2024/12/03
#MEERLE: 2016/07/22

-
=
~

S
X9 HFE (BHESM)

Clotrimazole:
AEH

SOVIFOKEEEHDY

[x9 5E M

BEIKEEDICHT HEME

M-2790 58— (KERRESE
'8 (R )
AEN (BEST

TOVIFOKEEEHEY

X9 2F M (BHESH)

M-2790458— (KERKEEE
tt RE (1815 )
MEMIHT HEMHE

Gentamicin:

TOVIFOKEEEHDY

(s e aY=—3 3

DUAFEQKEETHRDY

mg/ |
RREERSR: 28 d

RAEZEREE (Daphnia magna (A4 32>20)): 1,000 mg/|
BREERFR: 21 d

LC50 (Brachydanio rerio (€757« v a)):> 0.29 mg/|
BREEREAE: 96 h
7% OECD iRE& A4 K54 > 203

EC50 (Daphnia magna (74 =< >2)):0.02 mg/|
RRERRER: 48 h

EC50 (Desmodesmus subspicatus (#k%)): 0. 268 mg/|
BREERME: 72 h

RAEEZERZE (Desmodesmus subspicatus (k%)) 0. 017
mg/ |
BREERER: 72 h

10

BARESEERE (Oncorhynchus mykiss (=< X)):0.025
mg/ |

IR 32 d

7% OECD E&H A K54 > 210

RANESZERE (Daphnia magna (74 =<>10)):0.01 mg/l
RREERFRA: 21 d
7% OECD HERH A K54 > 211

10

EC50: > 10,000 mg/|

BREERR: 3 h

HER S A T IR

#i%: OECD HE&RH A K54 > 209

EC50 (Daphnia magna (74 =< > 10)): 86 mg/l
REEERSME: 48 h
#i%: OECD HE&RH A K54 > 202
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RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone

(0. 1%) Formulation

RES WETA:
1.1 2025/04/14

BEES: AIEIRETA: 2024/12/03
808848-00029 #MEERLE: 2016/07/22

EEKEEWIIHT BEN -

-2 70 %— (KERERE
B8 (B )
N-270%— (KERERE
tt RE (1815 )
MEMIHT HEMHE

Betamethasone:

TUOVIFOKEEEHDY

[Zxd HEMN

BEKEEYICHT HEM

LC50 (Americamysis (7 A1) A2 X)):30 mg/l
BRFERFR: 96 h
FiEk T IRAMEEHER

EC50 (Pseudokirchneriella subcapitata (fk%)): 10 ug/l
RRERRER: 72 h
7% OECD HE&RH A K54 > 201

RANESERE (Pseudokirchneriella subcapitata (#k3%)):
1.5 ug/l

BRERFRE: 72 h

7i%: OECD FRERAA K54 > 201

EC50 (Anabaena flos-aquae (L 7/ /89 F1)7F) )47 ug/l
RRERRER: 72 h
ik OECD HE&RH A K54 > 201

IRANESLERE (Anabaena flos-aquae (L 7/ /N9 F1)
7) )1.6 ug/l

BERME: 72 h

7% OECD iRE&H A K54 > 201

100

1

EC50: 288. 7 mg/|

RREERFRT: 3 h

SRERA A 7 REOR N

ik OECD HER A A K54 > 209

EC50 (Americamysis (F AU HZTR)):> 50 mg/l
REEERFME: 96 h

EC50 (Pseudokirchneriella subcapitata (#kZ)): > 34 mg/|
RBRERFME: 72 h

7% OECD ER A K54 > 201

% BARERFEICS T EMHEL

RAESEEE (Pseudokirchneriella subcapitata (#%%)):
34 mg/|

BRERFR: 72 h

7% OECD ERB&A A K54 > 201

5 FMERFEICSITHEMEL
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RET—HRI—F

€ MSD [} e

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES ETH: BEERS BiIESkETA: 2024/12/03
2025/04/14 808848-00029 #EERLBE: 2016/07/22
AEMN (IEHSEH) RAEZEREE (Pimephales promelas (77w kAY KI/

SUVIAFOKEESTHDY

[Zxtd HEME (BEST)

N-T70%— (KERERSE
%t RE (8% )

REE - SR
H5:

B&gm (Fid) :
£

Clotrimazole:
KETHOREM

2)): 0. 052 mg/|
RREERFR: 32 d
A% OECD BRER A A K54 > 210

BRESEERE (Oryzias latipes (1A% 5)):0.07 pg/l
RRERRER: 219 d

Hi%: OECD HEEH A K51 > 229

BRAESEEE Daphnia magna (743 >2)): 8 mg/l
RREEEER: 21 d

7% OECD REEH A K54 > 211

1,000

HR: ZOREETEGL,
£ 31 %
BREERFAE: 28 d

hnsk 5 &: 50 %(242 d)

Gentamicin:

EofEM R 2 E AR
408 100 %
RREERSME: 28 d
#i%: OECD :REEH A K51 > 314

EHEEY

B

Gentamicin:

n-449%/ =)L/ KnEFEEH : log Pow: < -2

(log fE)
Betamethasone:
n~-A49 32/ —IL/KHEHRE :  log Pow: 2. 11
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RET—H—+h EIMSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES WETA: BEES: AIEIRETA: 2024/12/03
1.1 2025/04/14 808848-00029 #MEERLE: 2016/07/22

(log fiE)
TEDOBEIM
T—H%HL
FTIVB~ADEEY
e
HoEEEE
T—HHL

13. BELOEE

BREHE
ERREZEY D WA BREORGISEVNLST S,
BEEMZE TKABEE L TIEE LA,
BRBEHRVEAE L EDBRBE. VA VLFEEEFREDOIZ, BEAZERIT-

REVVEREICRTET 5,
FIHEEANERNVES, RERAGRELTRET S,

14, BELDIEE

I PR
R _E #a3% (UNRTDG)
EEZES (UN number) : UN 3082
E&E#E 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(clotrimazole, Gentamicin)
EE5 %8 (Class) 9
AR (Packing group) o111
ZA~)L (Labels) : 9
REAEH . BH

fZ2EiE (IATA-DGR)
UN/ID #% (UN/ID number) : UN 3082

E&E#i£ 4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(clotrimazole, Gentamicin)
EE 5 $8 (Class) 9
BEBEHR (Packing group) N §
Z ~JL (Labels) . Miscellaneous
WaET (EYHE) (Pack- : 964
ing instruction (cargo air-
craft))
WEaET (REH) (Pack- : 964
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RE= WETA: BEES: AIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #MEERLE: 2016/07/22

ing instruction (passenger

aircraft))

REAEMH L BE

73 L #fizx (IMDG-Code)

EEZS (UN number) : UN 3082

E&E#E 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name) (clotrimazole, Gentamicin)

=& 4 %8 (Class) © 9

A 285k (Packing group) o111

Z X)L (Labels) 9

EmS 31— K (EmS Code) . F-A S-F

BESEME &S - EZDH) 0BG

(Marine pollutant)

MARPOL 73/78 MiEE 11 U IBC I — FIZ & HIEoWAMESNHBAME (K% - M)
B S NIREO WIS (F3EL,

Il P il
EREDERF L. EHE 15 E25RT 5,
A DREXE

CCICRHEN TV DEES L. FROBMETDORHT, ARET—42 L — FOPTHRS
NBEES ICHBIN-MBEOBEDHICEDNTVET, EEIEE. ZEFE. Nvsr—oH%
A XEWBOMBDHRAUDOEREICEY, ZEENLAREELAHY FT,

REABLAKERHES LT

15, BRZES

BEER

HREE

fElRY. EERBYICERS LG,
L&&

BELCEYME. EREFHE. BRFMIEEMEICKILEL,
HERE/EE
REENBLEShLIEHED
JEE%H
BEDHFAIZZITEREREY
JEE%H

REEEN LEHARME
JEERY
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R&T-—%—t CIMSD /A
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RE= WETA: BEES: AIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #MEERLE: 2016/07/22

ERFHEDEBHoh-LEYRE (BRIFLFEHR)
JEEX S

ZEREORBH oL FEYE FHHREHEEDR)
L

EMFTENT RERBRYVRUVEEY
EES7END2 (AU ED2 FIF2)

LZE4 SRE (%) w5

i >=90 - <=100

BREFERTIREBRVRVEEY
EES 7% (AI30 AIFK2)

LZE4 ikl
E/Y]:| -

RESESLEVE (GERLSHERAESMED2)
e Y

RAREDE (HEREEERNESTIEND2)
e Y

HELEMEESTHRA

e Y

$hch= T RFFRAI

e Y

W7 L)L ET R A

JEEZY

BEHBEFDEFIHRA

JEEZY

FEBREHEZIRTS - NRE— EEY)
e Y

BENE UBIYERE

e Y

LY EELIDEERREER

e Y

BEHRAERE

Y

NEEFIFE

JEEZY
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RET—H—F EIMSD A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

RES HWETH: REES. BIEIZET A: 2024/12/03
1.1 2025/04/14 808848-00029 MEERBE: 2016/07/22
MR EiE
BRI 2, 3 XERMETIRE 1° AEUYE
2E ik

FEATRRAIE 194 FEBRYERIRE 11 TOMOEED
BESEERVBLKEDORLICEY 5k

(£ 5 FEHEE ; EHAMBEICIEEZY LN
ERRECBeS D EEELEWME
FREE R Ul ¥ P SE
FRERFEMERE (L - @A)
JEEZY
WHEMBERMEMERE EE - A
JEEZY
BEEVMONEBER VERICET &
EEREY
COHBOFEAICDODVWTEEAS AV M) —~ADRBEIRR :
AICS N
DSL N N
IECSC N
16. ZDHD1EHR

A I2EVTHBREFEZDRBIANEZNEDRENMERTOEEE. EXWETHIEEZ
BHET

5| Ak . BHE#MT—42. EME DS [ZEH I F—4 . O0ECD eChem
R—FILE K UBIMNIEEWER http://echa. europa. eu/ D&
RiER

Bff2+—<v bk . #/B/H

ZTDHDIEEENDEX

ACGIH : KE., ACGIHRSEAE (TLV)

ACGIH / TWA . 8 EFM]. EFRINET

AlIC - A—X FSUTDIEILFERASA AV RY; NTT - TS5 D)ILEREEMES, ASTM - K
E#HERERBS bw - KE; OR - A, ZERE. EEEUENHDESnEME DIN -
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RET—H—F EIMSD A

Clotrimazole / Gentamicin / Betamethasone

(0.

1%) Formulation

RES WETA: REES. AIEIRETA: 2024/12/03

111

2025/04/14 808848-00029 #MEERLE: 2016/07/22

FAUBRBHEERE DSL - ERYMEV R+ (BF %) Ex - FED XhORIEZERIFT EEX
bNBHRE, Elx - FED XWOREERIFTEEZONDHEFTEE, EnS - BERHOR T o
—JU; ENCS - {LBEDBFLEME )R b ErCx - FED XWOREZERIFTEEZONDRL
& ERG - RERWISOF5IE; GHS - HRF/I LA T L GLP - HABREMERE, [ARC - EIR
NATRREEE, IATA - EEMEEERHS, IBC - BRIEFRDESEEEZD-ODOMMOEE
RURKICET 2ERRHREAI; 1650 - S0%fEEIRE: ICA0 - EFREMMZEMES: IECSC - HEIR
FEEMEREE: M6 - BB LERYMAIE. I - ERBSEHE. ISHL - FTBReEEE
(BZA); 1S0 - EFFR#EEHE. KECI - REBFCFMESRE, LC0 - 50%BILRE, LD50 -
50%EEE (FHEIEE)  MARPOL - MfIC & 5 DMILED-HDERRER, no.s. - I
MBNATINA TS LD ZERRC: Neh - FURR NOWEC - BEZMHFZEIRE. NOWEL -
BESMSZEL AL NOELR - EEEUZEARES NOM - A2 2KRE NP - XEE
REM IO FL; NZIoC - Za—2—F v MMEEME AR, OECD - #ZF i NOBAFMEE, OPPTS
- LEMEREMN - AFWLER PBT - #HOMMEN - £RERNE - HEME WE) © PICCS - 7
1 VEVLEMEA AR FY—! (OSAR - (EEH) #WETMHEE, REACH - (LFEMEDE
F. FE. B HE K UEHE REACH) (ZB¥ HFRAI (EC) No 1907/2006: SADT - B ImES
BE SIS - RET—2Y— b TECl - 2 A IZBAFDILEHED A R k1) TCSI - B&1E
EMEA R M) —; TDG - fEEYE@E, TSCA - HEMERGE CKE); UN - E&E; UNRTDG
- EFESERYEZES. VPB - FRICHIMRUFEICESERME. WIS - EXRIGRIRA
EEMERR AT L

CNRET—AI— LT ISDS) EWVS) CRET HIEHR(UT TAREHR) L0V S) 1L, AEE
BERIZENT, BHOREOMB. FHR. RUESDILETERTHDILHHLIZEDTT,
AERIE, HAORLAEIEKL., FH, LB, R, @E. BRERVRRICETIHNM 4R E
LTOAMEE SN TEY . OHELIRIEXITHEREZLZITEOTIEHY FHA. KNERE.
SDS DEEEZEICRINTVAHESN-HAICHATIENDTHY . UZRAEGE/LORR LEEAE
HhET, RFTOERPTHEASINSIGE. AXFICERNLZVEY . B4 S AU a e
NHYVET, REZOFERABEAICEVNTIE, RERRUHRERIEZEHAT 255812, FAES
PDRBARBICH THARALGOBEYLTMEZSHT. FRERLOERT 52HETOHEDKR
[ZHITHAREFOEEL, FH, LB, RUREICOWT, BREVNET,

JP/JA
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