RET—2V—F

€3 MSD /) e

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S ;ETH: BEEE BiIEIZRETA: 2024/12/03
11.1 2025/04/14 808848-00029 YE{ERR: 2016/07/22
1. 2R UEHIER
EERmDETFR Clotrimazole / Gentamicin / Betamethasone (0. 1%)
Formulation
DY TEF R OTOMAX OINTMENT (51104)

HieEosHaH. EMAUVERES

HiEEDZHET
=32

=5
==

EES

BFA-ILTEKLRA

MSD
1-13-12, Kudan-kita, Chiyoda—-ku, Tokyo, Japan
03-6272-1099

EHSDATASTEWARD@msd. com

RFEFMERSE (RERXLS

=)

KERREEN B8 (B
%)

KERREEN RY (18
%)

GHS SRILEFH:

RAERBEREES +1-908-423-6000
HRERARKRUEREOHR
HRER® BERMA
{5 FA £ DIl RR FFExH
2. BRAEHORN
L&D GHS 7748
HEEE X5 1A

X1 (T EE, &R HA, B, 1%, 8%

X1

X1
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

hR&E= H®ETA: BEES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EERLB: 2016/07/22
feRRXIET VR : % %l
TR MR DOfElR
ERAELIFR : H360D feR~DEZEDE TN,

H372 REAICH =5, RIIRERB|ICLHEF RTER, &
E%, A, IR g BT OEE,
HA10 REIME RIS EZ & > THKEEWIZIERIZRULEE,

TexEk:

P201 {FHRATICEIRERAZZAFTH &,

P202 £ THREFTELHFAHAEMTHIETHYFRDLENI &,
P260 S R bR ZRALLEWNC &,

P264 Bk WMEIXEEEZ KK S 2 &,

P270 COBE R EFATHEEIC, MEXRIFEEL LA
Eo
P27T3 IRIEADBHF#E(TDHZ &,

P280 REFR MREK RERE FREREZERIT S L,
HREE:

P308 + P13 XK BRIFIEK BDBELH D56 : EEIDZE
SFETERTSHI L,
P391 SR EREIRT S 2 &,

RE:
P405 WEfE L TRE T H Z &

B
P501 AEY. BRERBIN-NERERICEET L&,

GHS 7 MEICERY L BE WM DEREFEFH
HMREL,

3. HRRUHSER

EZ2YE - EEYMDOXA . BEY

B5

(=2 CAS S 8= % w/w BRATRER
&5

BEfiH (B 8042-47-5 >=90-<=100 9-1700

Clotrimazole 23593-75-1 >=1-<2.5
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S ;ETH: BEEE BiIEIZRETA: 2024/12/03
1.1 2025/04/14 808848-00029 #IE{ER R : 2016/07/22
Gentamicin 1403-66-3 >=0.3-<1

Betamethasone 378-44-9 >=0.1-<0.25

4. HRHEE

—HREIT KA R D BHOGEP. [T CIBNEEZRELICEZEDSEE
ZIT5.
ERNREICIHEE. FLEARELIHLERIE. EMDIERE
ZIT5.

WA LT=5E D RVRAARESE, BT ERDSANBEYT 5,
ERLEZZITS,

KREIZf%E LI=15HE D BEMLUEES. BELICKRBERTALSEDKTRENRT,

BRLERBRE S UVHZER <,
ERLEZZITS,
BEAOHIZKERZES .
HEzBERYT HRICTERISHKD.

RICA-F=15E& D PEAEEL LT, KTIRERSET 5.

RFHH Y RGET 2HEICITERBETERERIT5,
RAAATZGE D RARAEGE. BEICHAELL,

ERLEZZITS,

KTOzE&LTT
AMERRVERMEERDOE @ BEADEZEOE T,
HEELGHIRER RHITH=5. XEREFSBICLDBHROESE,
BREEET HEDRE D HaMAEERFBLDREITEREZL, HESATLSR

RKRZFERATH L, BROTFREMNHDISEEF. HESD
BYGEANREREZSRBOCE (HE8Z23H) .
EERICH Y HHAGIREIR | IFRESIUMEREERTSH &,

5. KKFDIHE

T4 E A H D KMESE
it 7 ILa—ILiasE Kl
ZEgbkE (C02)

IR K H
32> TIXR 5 A LVH KA DORIRGZL,
HEOBIRAEEN D RBRERYMANOBREBEIRRICEEREIEENH D,
HERGRIED D RFREAEY
BAEDHKTGE D BBOIKIR EBDIRFEICE CTEYGHERFRZRANS,
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Re27—8o—t EIMSD /A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EYERH: 2016/07/22

KAHDBERZRENT H-OICKZEFET 5.
RETHNITKRIBE IV THE NKBEEHENSBET,
RigMoRESHE D &,

HREITS>EDRE DORKEFIZE, BRRMTRFEZERT S
REEZHEAT D,

6. RHFFOEE

AMRICHT HEEFE, RE @ REEZERT D,
BERUVRIRHE ZEGRYFLDT 4R (HB T 23R) . BAARE
BnfRERICEN RE8Z23R) .

REICHT 5 EEEIE D RE~NOHREEEITHE,
REFHEALTHDL, 3NOIENFLDD,
GEREICIEERINEC EHCRAHEIEF ALY TIRE
I2& %),
FERINEREKEREL. LT 5,
RENELCEIRTELGVGE (X, A BBEKICERT 5.

HUAHRUFIEDFERY @ FEMELRIHM TRIREE S,

2 ZEICZIENTIBE. WRIEZZELEDOHEU G H CADFE
ZELT, GAGHWVNESIZT BRI E, BHRRICERLEE
MERCTTRVWEFRZZENTESHEICIE, BURLEY
BEEULERANIRET S,

BB E B LRRIEITHRET S &,

ABSEHRE., BEITIEICE. SMAFEEAASEIUVEOR
BlCit-TREBTSHZ L, ZORBICERINE=HEIC DL
THLRABETH D, FOBUNBERAINEINEHEET ILEN
H5

ASDSHDEBE 13H XUV I5ITHENT, ABAKESLIUVED
ERFIOEEHY .

1. BEVWRURELDOZEE

ik

R AtTE R D FCEBLEERVREREDEDREN K ES R,

BFTHER, RS T RGBEATELNGERE. BIAFREEEZFEALTE
IAN

ZEREIEFR D RBEORRIZATEL,
SR MERERALLGNC &,
ERAAFTZLN,
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S H®ETA: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EERLB: 2016/07/22
BR&EDEMEEIT D,

BKWNVRIEIEEZELCES S &,
BISBRBERAECRERICADE, EXMOBESIUREMD
EITHEICHOERYES C &

BHREEHALTELIE,

CHOHERZEERATHESIC, RBEXEBEZ LGN &,
RNCEEVEHLL, RE~NOBBEEHDRIZTEHELSF

9%
A ] 8 D ERER
BIAERER D BEOHEARICIEENEADE S EOTRENH D HEE (.

EEBFOELICTA ISV VI VRATLELUREY ¥
J—%#FRELTLEEELY,
FRATIIRBERVEREEZILT B,
BEINE-KRRITIEFERT DREICHEKET LS L,

T77) T4 DOMBRBEARL—D 3 VIClE, TP FO
vho—)L, BUGEAGERE. BULGKRLESKLUVE
EBREFIE. EXFLEER. EXERLEERATNOERDOL
Exa—%28CWENHYET,

rRE

LREGRESH COETEIANILDDONEERITANTE <,
fefE L TRET S &
BZLONMYEADHS,
FEOREIZH>TRET 5.

EMZIEYE D ROBEBEEEVSLLITRELAL
SRER LI

RELFHRBEMH DOESTUVME FMRETL,

8. I EBMLRUVRERE

ERRBICHE T IR HNRBRF/FFRRE

03 CAS B = EBE (RElR | FERE/EEE | H#
&) B | FREE
BEdH (B 8042-47-5 TWA (B AiE 5 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)
SHmIER: 0T0
Betamethasone 378-44-9 | TWA | 1 ug/m3 (OEB 4) | P9&B
FHITEER: KRS
| =R YHIR | 10 pg/100 cm* | &R
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Re27—8o—t EIMSD /A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S H®ETA: BEES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EERLB: 2016/07/22
B i =t 5 DTS Ay M/ERBRTOMER - BERITOFRT

T, MEE, B, FRIEAFIDOTRIGICOVTIE, SR
HEDOYRYFEEERL CEYBEEENEZ ML T
KIS, ZOMEORYFZWZEYELLAREEDH D
BEHEDRVIE. EHOER WMEMLGEECIIESE
BE) PEELEY., BERLT. JAotLRTVHO0—
Cry—PEFHSEE Bl N1 AEt—TTsFvERY
b, BBEXNSURITU/O—Cv—) BEQDITZWMEIHE
AOWTHEINIBERAEUTOERPEEEMHBLE
¥, BEEBRENEOONTLLEWNMESIX, ZRPEESR
AEMNICERTTEELGEBYIEHEFTIILENHYET,
HE. KXEFFIUVREZRETLH-H. 2T00=F Y
TEBIIRERETICIVERESIN, WP EZICHUVLEESL
SLELHYET,

[REI., BABCRETIZERY FEHAWNTLEZELY,
H0—X7atRA AT LMMEIEMTEERLET,
ERETRYRSBEIX. T7RVIILIETSAREEEDIL
TWaEH, BRIZIELNNMAE—TTF1sFvERY .
WM I7— FBLUFQEIOIMEIT/NA REZBEYIFEALE
T, CORBEENGNEGE. 42 bLABELIERVF R
w7 ETRYFRWNET .,

fRiER
FEIR FRREER D BYGRAHKEENFATERMES, F-3IE < BTl
TR R4 D OHEENDE BN RENHEE, F
RRERBEZEZFEALEL &S,
T4NE—84T D BHTFREARESADESS AT
FOREER
#E D OTERAMEFR
] D FREZCETERIACEERELFELEL S,
RRORESR YA RO R EREREL LKET-ILEBRT S

FEREL LIIEERICROSVMRE, S X+, T70Y
W ENKRET ZHEIE, BULAI—JILEERT %,
BMLA. SR, HLLEFI7OVILIZENEESLEND
AREMENHDIERIE. T —XP—ILKELLIEEFDELD
L7 z—REOTOTFHo avEBERALELLS,

EERUVEBADGRER D AZT7A—LBLLKIEXEBREAI—FEBERALELL S,
MEBRENBELAWVWESIC, EESNDZRVIZEDE, K
EBOA—AVrEFEMLTHERALELLS B, RU—T
Lyy, T70>, RFR, FOMETR—YRE)
FBRIN-TREEOHDIKBER CIHESILEYHAETIT-
TLEEL,
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REF—5y— b

€3 MSD /) e

Clotrimazole / Gentamicin / Betamethasone

(0.1%) Formulation

R &= HETA:
11.1 2025/04/14

BERE:
808848-00029

BIEIRETA: 2024/12/03
#EERLB: 2016/07/22

9. MEMETLENER

IR K BB &k
& T—5%L
R T—5%L
Ko LEVEDE T—5%L
AR R E R T—5%L
BRIIIE R RV HEEERE T—5%L
AIRE (BR. KUK I
AIAE GRAK) T—5%L
BETRAKRVIGEH LRF.AIARA
IRREEHFED LR/ AIRER @ T—4274L
[:]
BREGEDOTR/AATR @ T—2%L
&
EIP T—8%L
S RRE T—8%L
pH T—AL
EFEEE T—2%L
BARFEMEE T—2%L
i
BAE (EhRatER) T—2%L
BRRE
Kiat T—R%L
n~74%9 %/ —IL/ KSEHRH JEERY
(log fE)
ERUE T—27%L
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EYERH: 2016/07/22

BERV/RIFHEMEE

HE L F—AaHL
EE . T—A%L
HXHRBE L T=RIL
BRI DORFEMELGL
BR L4t D AHQITRREEME LS LTI ESALL,
FLF 45 1E
FFHAX =

10. REHERFRGHE

Gt D RISHRERE LTIESESI AL,
LR E S D BEORETERE.
BERAEE R ATHEE D BBUOBMERIERET HIELDH D,
BETBHREEN D OMREL,
BffERmE o ERMEH
BIREEL D BERY D BRAEELGSBERDITA SN TULVRL,
11. FEHEH
AR H L RERBOER © B|A
RS &
i)

RICA-=5B&

2HE

FIFAATRERIERRICE DR Y DETELEL,

WM

2MEME #&N) D AMEMHESE > 2,000 mg/kg
Bk HEICLBAEE

2MEME (RA) D AMEMHTEE > 5 ng/l

MREERREL 4 h
HEBRIRE LA/ X b
ik FHEICKDAE
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S H®ETA: BEES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EERLB: 2016/07/22
AnEE BR) D REESMHENRE > 2,000 mg/ke

HiE HEICLDAE

B4
B&fH (FH)
AanslE #&0) : LD50 (5 v k):> 5,000 mg/kg
s (]RA) : LG50 (T v k):> 5 mg/l
MBERE: 4 h
HEBRRE MLA/SXF
TFEAAD M COMEFHIXEEYIEEORASHETE
LY,
2MElt BR) : LD50 ("7 ): > 2,000 mg/kg
FEAAD M COMEFHIXEEYIEMORESHTE
LY,
Clotrimazole:
2EEE &N) © LD50 (5 k): 708 mg/kg
LD50 (% 2 R): 761 mg/kg
LD50 ("24%): > 1,000 mg/kg
SMEME (RA) : LC50 (T v k):> 0.73 mg/|
MR 4 h
HEBRRE MLA/S Xk
SMEE BR) : LD50 (w7 R): 923 mg/kg
Gentamicin:
SMEME &N © LD50 (T v F): 8,000 - 10,000 mg/ke
LD50 (=2 R): 10, 000 mg/kg
SMEME (RA) © LC0 (T k):> 0.2 mg/l
MEERFME: 4 h
HEBRRE MLCA/S Xk
HZ: CORETIIETIFIB|EINTULIELY,
SMEN (Z0HhDRK) © LD50 (Z v k): 67 - 96 mg/ke

RERZ: FRIRMA
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EYERH: 2016/07/22

LD50 (5« k): 371 - 384 mg/kg
BB AN

LDLo (H-JL): 30 mg/kg
IR kA

Betamethasone:

AMsEE @ &n) : LD50 (5 v k):> 5,000 mg/kg
LD50 (w2 R): > 4,500 mg/kg

2SS (RA) : LG50 (T v k): 0.4 mg/l
MBERE: 4 h

REBREM.flEE

FIRATREIERRICE DR Y DETEAHL,

D%

B&dH (FH)

2 L YR

#HR C EERBGZL

Clotrimazole:

i oYX

HER D OREBRIBGZL

Gentamicin:

i YR =

R D BREOEERE

Betamethasone:

i YR =

R D BREOEERE

RRIZx 32 EELBEN . BRIEE
FIFRTREIERICE DR Y DETELL,
D%

BefHE (Ril) :
2 oYX
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RET—2V—F

€3 MSD /) e

Clotrimazole / Gentamicin / Betamethasone

(0.1%) Formulation

&S H®ETA: BEES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EYERH: 2016/07/22
LEES BRA~DREE L

Clotrimazole:

1
R

Gentamicin:

i
#HR

Betamethasone:

i
#HR

WEOR 28 A 1 XIS B2 1 AR 1

B2 R AEE

e
B2 DHRRIEK

A ES
B DERFIH

A
RADRIBG L

FATREGERICEDCRYDETELL,

R 28 RAE 1T

FARELERICEDCRYDETELL,

2% 8

BE&dH (Gl

ARy T
REOIER
1
R

Gentamicin:

]

Betamethasone:

LAk 30
1
R

AR R IR

Ex—5—i%
RS Haf
EILEY H
Pt

BE
EILEY bk
FLREEHE

FATREAERICEDCRYDFETELL,
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RET-Sv—F €3 MSD /) e

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S HETA: BERE BIEISRETH: 2024/12/03
11.1 2025/04/14 808848-00029 YE{ERR: 2016/07/22
5% 0
B&afiH (FH) :
invitro TOEEEHE D RERAZ A T in vitro BELE M EEFERERER
R 2t
in vivo TOEEEMN D RERA 4 T ISR MmMER/ N MZLERER (in vivo MRS MR
E%)
. w9X

RE R RS

7% OECD HERAA K34 > 474

BR e

EE: BT HMEI /LT —2ITE DL

Clotrimazole:

in vitro TOEEEM D OHERA A T e ERV S EIFEAZEFER (AVES)
mER R

HER2 A T in vitro 2BHREEKER
mER R

SRE&RAR A 71 in vitro /NEERER
R =

in vivo TOEEEM D RERA 4 T EELESRmMBR/NMERER (in vivo fREEMR
ER)
B oy
BE&E £0
R EN

HERS A T HEERFOLEAEERER (in vivo)
B NLRA—
R fEH

ATEMREEERY - TR A 0 RUASECETEMRERLERFE LTHEIT S LETER

bk LYo

Gentamicin:

in vitro TOEEHEN © RERAA T in vitro HEBYMRE G T ERAR
R e

HEXA A T in vitro ZBAEERER
R NBARE
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RET—H—F EIMSD /A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S RETH: BEEE BiIEkRETA: 2024/12/03
11.1 2025/04/14 808848-00029 YE{ERR: 2016/07/22

in vivo TOE:EMN D HERA 4 T EEAEMARMmMBK/MLERER (in vivo MifaE MR
E%)
. w9HX
B2 FakES
R 2t

Betamethasone:

invitro TOEEEHE D REBRAA T MAEMERWSEREALT EHER (AMES)
R fEH
HEEZ A T in vitro BELEYHRE T TFERRAR
R fEH
REZRA A 71 in vitro ZBAERERER
R 54

in vivo TOEEENE D RERA A T ISR MmMER/MEERER (in vivo HifE MR
ER)
FB:.v9R
REZK 0
R 0AE

SIEHREZEERE - TR A ¢ BUAECAREHABEREERERE L THETSEIITER

vk LY,

FEh A

FIFAARE G IERICE DR YD ETELLY,

B4

B&dH (FH)

i DT v b

BREZ® D BRAHRAAEEE

g 25 B . 24458

R Do e

Clotrimazole:

i Iy b

B 5 R C#n0

A% 55 o ] 1848

#HR X
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S ;ETH: BEEE BiIEIZRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #IE{ER R : 2016/07/22
Gentamicin:
EPAE-TEAAV R D TFT—A%L
4hEEN
BRADEZEDE TN,
2
B&dgH (FH)
HIRICX 9 H5E D OREBRA 4 T —tHRAEEEMEAR
B oy bk
RERE RISEHM
R 2
BIROFEE~DEE D REBRAA T ZRNELUVRERE
B oy bk
BERE SRA&HAATEE
R 2%
Clotrimazole:
HIRICX 9 HFE C HERA A T ZHERES / MEIERAE
Byt

REZK 0
HHEA: LOAEL: 50 mg/kg (A&
R ZREADEE,

BRORE~DFE D HRERAA T ZRNELUVRRREE
Bovbk
BEZ® &0
F =1 LOAEL: 100 mg/kg AE
MR L - RRIREM, | EFZEILALL,

HERA A T ZRME L UVBRHEE
Bovbk

BERE #0

FA & NOAEL: 50 mg/kg AE

IR - BRIREM, . EFZEEEL,

HER24A T RS L UBRERE
B YwOR

BE5RK #0

FAFE M NOAEL: 200 mg/kg AE
R BRRORB~DZETEL,
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EYERH: 2016/07/22

HEBA24 T RIS L UBEREE
& oyx

BEREK &0

FA S NOAEL: 180 mg/kg A=
R BRORE~DEZLIZL,

HEEME-TEAAVE D BWMERRICKEDEMMERESIUVEBBOANDEZENH S
EN—EEIEESN TS, , BMRBRICED ERBICELE

HdHZEN—BILLESNTINS,

Gentamicin:
HIRICX 9 H5E D REBRA 4T ZHARAEEEMEAR
B ovhk
S 5EA: NOAEL: 20 mg/kg {AE
R EELTEEFERIEHBRESNGEI ST

BROFEE~DEE D B4 T ZRINELUVBRERE
faouX
FAE M NOAEL: 3. 6 mg/kg AE
R IE - BRIRBMHEIEEL,

HERA A T ZRNE L UVBERE
Bovbk

B E5ZE BBEER

FHE S LOAEL: 75 mg/kg AE
IR T - BRIREM,

HERA A T ZRME L UVBERE
e

B 5K IR

FHAE S LOAEL: 10 mg/kg AE

R BRRET, , FHEBHONAE,M ST,

HER24A T RS L URERE
Bovbk

BEE% BN

FAEFEM: LOAEL: 50 mg/kg AE

BR BRRET, , FREROLAEN DT,

AEEM-TERAAVE D ANEOEZHREIZLDIEENDEZEOHAEIERENH

271,

Betamethasone:
BRROFEE~NDFZE = Ly R =
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REF—5y— b

€3 MSD /) e

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

hR&E= H®ETA: BEES:
11.1 2025/04/14 808848-00029

BIEIRETA: 2024/12/03
#EERLB: 2016/07/22

BRERK: HARN
Fe4EEME: LOAEL: 0. 05 mg/kg AE
BER BRSEM, , FELrBHLNT,

B Sy

BERK BT

FAFE M LOAEL: 0. 42 mg/kg AE
HR: FLhZEHLNT=,

B voR

BERE AR

FAFEM: LOAEL: 1 mg/kg AE
HR: FLhZEHLNT=,

AEEM-TERAAVE BMERRICEDERBDBEZENAEICH D,

FERNESREN (BEIETCER)

FAARERBERICEDCRYNFETERLY,

FERNESREE (RETCER)

RHIchH4. XERERBICKHEFE MNTERK SER HR WR 0OZE 2% ORESE

2% 8

Clotrimazole:

EZEr g2 Frig, B BT

TEAAD L RHIIh=5. XIIREBIEICEBICLIEH[RODEZTDE TN,
Gentamicin:

Er g zs B, HNE

TEAAD K EHlIcH=5., XIIREFLRIZLBIERDESE,
Betamethasone:

Er g zs HMTEAK REZR HR, WRE 07 2T
TEAAD K EHlIcH=5., XIIREFLRIZLBIERDESE,
REHEESH

D%

B&dgiH (M) :

i Sw bk

LOAEL 160 mg/kg

BE5ZK hAIAATEIGE
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S ;ETH: BEEE BiIEIZRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #IE{ER R : 2016/07/22

A% 55 B : 90 Days

i D2 vk

LOAEL o>=1 mg/l

BEZH®K D RAGELCA/S R NE)

A% 55 B ] D43

ik : OECD FHE&HA K54 > 412

Clotrimazole:

& A=

LOAEL : 5 - 40 mg/ke

BEZHK D RS EfL

A% 55 ] . 3 E

ERIEES D KB

JiE K CORE 8, B, K

i DIy b

LOAEL : 10 mg/kg

BEZ®K C#n0

i 25 R R > 18 # A

ERIEES C g B 3E

i NN

LOAEL . 25 mg/kg

BEE®K C#n

g 25 A . 6-12 48

EZEr g2 BB

K D OTURESE, R, Eht

Gentamicin:

2 NN

LOAEL © 3 mg/kg

BREZ® S

g 25 B 12 # A8

Er g zs D B

fiEIR COMEME, SRALSE

2 . J1%

LOAEL ;50 mg/kg

BREE®K KT

A% 55 o ] |

Er gz . BRE RWE

2 . J1%

17127



RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S HETH: BERE: BiIEIRETH: 2024/12/03
11.1 2025/04/14 808848-00029 #EERLR: 2016/07/22

LOAEL : 6 mg/kg

B 5 R 1S

A% 55 B ] 3 A

EriERE . %, B, NE, BFEE

i A

NOAEL : 5 mg/kg

LOAEL © 10 mg/kg

B 5 R 1S

BR FE B RE ;52 @

EriEas B, W%

i DTy bk

NOAEL : 12.5 mg/kg

LOAEL . 50 mg/kg

B 5 R 1S

BR FE A 13 8

EriEas D B

Betamethasone:

i oYX

LOAEL : 0.05 %

B 5 R D RS

A% 55 B : 10-30d

ERIEER T ERE RER FA

i A

LOAEL : 0.05 %

B E R D RIS

iR & A 88

ErEER o HIRR

2 DDA

LOAEL D 0.19%

B E R D RIS

iR B A . 88

ErlEER o KRR

L] S

LOAEL . 0.05 mg/kg

B 5 R C#n0

AR 55 R ] . 28d

ErIliEER C Mk, KRR, BB
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S ;ETH: BEEE BiIEIZRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #IE{ER R : 2016/07/22
RAAEEH
FIRAATRELIERICE DR Y DFETEALY,
AEIZHT 5 RBEHER
7% 0
Clotrimazole:
R IS COEIK: BB, BE, KERR, FE K
RAHAATEIGE OERRER HER, EM, TH
Gentamicin:
RAAATEIGE D EMERS B

Bl RE
FEIR: HFELY, HFEL, HEE HISY, RIS

Betamethasone:
®A D EpiER BT
RIS COEAK: AR, BRE, FIEM

SrEst

0%

Be&fkn (FH)

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

MEEERFME: 96 h
Fi%: OECD EHE& A A K54 > 203

SOUIEOKEESHSY © EC50 (Daphnia magna (A3 <>3)):> 100 mg/l
IZxtd 5&MH RREERFR: 48 h
7% OECD EHE&E A A K54 > 202

B KEEMICHTEENE © HKREZERE (Pseudokirchneriella subcapitata (#%)):
100 mg/|
BREERFRT: 72 h
#i%: OECD BRER T4 K54 > 201

AEN (IEHEH) D RKESERE (Oncorhynchus mykiss (=< X)): 1,000
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

IRES WETA: BRES: RIEIZRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #[E{ERRR: 2016/07/22
mg/ |
BREERFRE: 28 d
SOVOEOKEEBHDY  RKXEZERE Daphnia magna (A= >0)): 1,000 mg/|
[Ixt9 5F M (BHEHM) BREREFMAE: 21 d

Clotrimazole:

y: k=3 : LG50 (Brachydanio rerio (€757 v a)):> 0.29 mg/l
MREERFME: 96 h
7% OECD HER A A K54 > 203

SOVIAEOKEESHEY © EC50 (Daphnia magna (A4 32 >23)):0.02 mg/l
129 &M RREERERT: 48 h

BEKEEYICRTSHEM ¢ EC50 (Desmodesmus subspicatus (%) ): 0. 268 mg/|
IREERFE: 72 h

RAEFERE (Desmodesmus subspicatus (#%5%)): 0.017
mg/ |
BTN 72 h

M-270 58— (KEREFEE : 10

% EH (R )

AEHE (EEEH) D BRKESSEERE (Oncorhynchus mykiss (=< X)):0.025
mg/ |
BREERFRE: 32 d
7% OECD SHERAH A K51 > 210

SOVIEOKEESHYY - RXEFEREE (Daphnia magna (A 32 >2)):0.01 mg/l
[T 9 HEM (BHEEM) BREERFR: 21 d
ik OECD HEEH A K54 > 211

27942 — (KERERE :© 10
% RE (1% )
MEMIIKT 55N : EC50:> 10,000 mg/|
BREBRFR: 3 h
HERS A T MR
7% OECD FHERAHA K54 > 209

Gentamicin:
SOVIEOKEESHSY © EC50 (Daphnia magna (A I < >)): 86 mg/|
IZxd HEMH BREERFMT: 48 h

7% OECD EHERAA K54 2 202
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EYERH: 2016/07/22

LC50 (Americamysis (7 AU A I R)): 30 mg/l
RREERFR: 96 h
HiE T IEAMSEHR

B KEEWIZRT BEM ¢ EC50 (Pseudokirchneriel la subcapitata (#E)): 10 ug/|
MREREERT: 72 h
75i%: OECD FHEEAHA K54 > 201

RAESEERE (Pseudokirchneriel la subcapitata (#%%)):
1.5 ug/l

BTN 72 h

7% OECD SRE&RA A K54 > 201

EC50 (Anabaena flos-aquae (L 7/ /N9 FUTF) )47 ug/l
RREERFR: 72 h
7Ai%: OECD FHERH A K54 > 201

RANEZEEE (Anabaena flos—aquae (7 ./ /89 T)
7)) 1.6 ug/l

MREREER: 72 h

7i%: OECD SHE& A4 K51 > 201

-2 79 42— (OK&ERIEEE : 100
% EE (B )
27948 — (KEREEE : 1
% RE (M) )
WEMIZxtT HEMH : EC50:288.7 mg/|
MR 3 h
HER SR A 7 PRI
75i%: OECD RER A A K54 > 209

Betamethasone:
SOUIEOKEESHSY © EC50 (Americamysis (A A I X)) > 50 mg/l
IZxtd 5&FMH RREERSFR: 96 h

B KEEWICT BEM © EC50 (Pseudokirchneriel la subcapitata (#&E)): > 34 mg/|
MEERFME: 72 h
7% OECD HE&E A A K54 > 201
% BARERFEICKITIEHEL

RARESEEE (Pseudokirchneriel la subcapitata (#&%)):
34 mg/|

BREERE: 72 h

% OECD BRER T4 K54 > 201

&% BRERREICHTLEMEL
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RET—2V—F

€3 MSD /) e

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

R &=

HETH:
2025/04/14

BERE:
808848-00029

BIEIRETA: 2024/12/03
#EERLB: 2016/07/22

BEM (BEEN)

TUVAFOKEERTHDY

[Cx9 HE M (BHEEH)

RRESEERE (Pimephales promelas (7 7y bAY K3/
2)): 0.052 mg/|

RREERFR: 32 d

7% OECD FHEEAHA K54 > 210

RRESEERE Oryzias latipes (F1A45)):0.07 pg/l
RREERFRE: 219 d
Hi%: OECD HERA A K54 > 229

RAREZEEE (Daphnia magna (XA 22 >0)): 8 mg/l
BRERFM: 21 d
7% OECD RERAHA K54 > 211

W-270 43— (KERBEE 1,000

" RE (1) )

B - sEN

D%

B&dH (FH)

ot R SH@E TG,
HEofiE: 31 %
MR 28 d

Clotrimazole:

KETHOREMN k5 f#E: 50 %(242 d)

Gentamicin:

o R [ENFETEE
HEofE: 100 %
MEERREM: 28 d
7% OECD HEE A A K54 > 314

EHERN

4

Gentamicin:

n~-4%42%/—IJL/ K5E%RE : log Pow: < -2

(log {E)

Betamethasone:

#4243/ —JL/KHEZRE © log Pow: 2. 11
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EYERH: 2016/07/22

(log fE)
TP OB
T—A%EL
FIVB~DEEH
FEZS
toHELE
T—A%EL

13. BELOIE

B’EAE
ERBEZEY DT BBEOBRHICHNLS T S,
BEEYMETKABFH L TREESEL,
BREBRRVOEE D EORBE. VYA VIFERFREEOHIZ, BRIZR(TT=

BEEYIEREICRTET 5.
FICHREANEMES., RERRBELTRET S,

14, WX EDFEE

PR AR
R b %% (UNRTDG)
EEZES (UN number) : UN 3082
[EE#E 4 (Proper shipping :  ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.
name)
(clotrimazole, Gentamicin)
EE 5 %8 (Class) 9
A28 (Packing group) © 111
Z X)L (Labels) 9
REEEH DB

finZeHhix (IATA-DGR)
UN/ID &S (UN/ID number) : UN 3082

E&E#i%E 4 (Proper shipping : Environmentally hazardous substance, liquid, n.o.s.
name)
(clotrimazole, Gentamicin)
[EE 5 %8 (Class) 9
BERF K (Packing group) o111
A JL (Labels) :  Miscellaneous
HaEr (EYH) (Pack- @ 964
ing instruction (cargo air-
craft))
WHaER (REH) (Pack- @ 964
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EYERH: 2016/07/22

ing instruction (passenger

aircraft))

REFEH .

& L #i% (IMDG-Code)

EEZES (UN number) : UN 3082

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

EE 4 %8 (Class) © 9

B2 (Packing group) : 111

Z AL (Labels) © 9

EmS 23— F (EmS Code) . F-A SF

BEELEYE Gry - EEY) 1 &

(Marine pollutant)

MARPOL 73/78 Ki/&&E Il R IBC 3 — RIS K Lo WAMZE S HRAEME (& - &Y
G S -REBORRAICITIEZSE,

E R
EnREDEEF L. HE 15 238 T 5,
RADRERE

CCICIRMENT UV SWEL T, FHROBMETOREHT, XRET—2— FOPTRE S
NBEESICRBESNI-MBEORFEDOHCEDTVET, EEFEE. ZEFE. Ny sr—oH%
A XEMBAOMBORADEEICLY, EEEINDAREELAHYFET,

RERGCIEERHES C1M

15. ERZES

BEER

HBFE

fERY. RERBRMICERE LG,
953

BFELFEME. EREFNE. BEFMIEEMEICZI LG,
FERE/EE
BESFIFELEIIFEY
JEER Y
BEDHAIZRITHREREY
[
REIEE L fast ARME
JEERY
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RET—H—F EIMSD A v
Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

&S WETB: BIBES: BIEIRETA: 2024/12/03
11.1 2025/04/14 808848-00029 #EYERH: 2016/07/22

EFERMODBOHONT-LEME BIFtEDEHE)
JEZE

FEREOBHoN-LEYME (FHEBHIEEDE)
JEZE

AMELEEHNITREEEMEVESY
EES5T7&MD2 (AI3MEMD?2 Rlk2)

L# 4 2RE (%) el

S8 >=90 - <=100

BAMEERTIRELRDRVEEY
EES5 75 (B30 AIk2)

b4 el
9 ;

EREEELEYE (FEHRLMERBE 59450 2)
JEZY

NAREDE (HBR2AERBESTTED2)
JEZY

HELEMEREE T R A

JEZY

shhEFRFRAI

JEZY

m7 LR T RIRAl

JEZY

FHRBEFIPEFIHRA

JEZY

FEREMERETS - HRE— (BEWM)
JEZY

SR UBIYENEE

JEZY

{EEMEH R TR E

JESZ Y

BEHFARR.

JESZ Y

NEESE

JEE% Y
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Re27—8o—t EIMSD /A

Clotrimazole / Gentamicin / Betamethasone
(0.1%) Formulation

hR&E= H®ETA: BEES: BIEIRETA: 2024/12/03
1.1 2025/04/14 808848-00029 #EERLB: 2016/07/22
iR 2k
ERAE 2, 3 KERMERAIRSE - AEEYE
ik

TEATIRRISE 194 RERMETHIRE 11 TOHOEEY
BESRERVBLEEOHILICEY 5ikE

(& 5 FEAEIE ; EREMEICITZY LAEL
1B o 8k L BEEEYE
R R URR 3 L
FREMBHERM (@ - @A)
JEEZ S
HEMEMBEZERE @ad - WA
JEEZ S
BREVOLBRVFERICEAT 5k
EXREY
COHRBOEFIZDOVWTEELS AR M —~DEHIELR :
AICS N
DSL > N
IECSC N N
16. T OO 1HEH

ADS I2HENTHBLREHAEZDBNAZRNEDRENERTOEEE. BEXMETHIEEE
BHET

5| Rk D B#EMIT—42. BEAE DS I’ I3 F—4 . O0ECD eChem
R—2IILE L UVEMIEEYER http://echa. europa. eu/D¥&
FRIER

Afif74+—<v bk . %/RA/H

ZTOHDBEDEX

ACGIH © KE., ACGIHPRSREE (TLV)

ACGIH / TWA . 8 E¥R]. BFMEIMMEEH

AlIC - A—R +SUTDIELLFERA A FY NTT - TS5 DIVEREEHES, ASTM - XK
EMHHARGS bw - (KE; OR - BH UM, TRFEM. £ESUENHLESNLHE: DIN -
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Re27—8o—t EIMSD /A

Clotrimazole / Gentamicin / Betamethasone

(0.

1%) Formulation

hR&E= HWETH: BEES: BIEIRETA: 2024/12/03

11.1

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

FAURKRHEELE, DSL - BERYME IR b (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDRGERIFTEEZAONDERES, InS - REKORT T2
—JU; ENCS - LT EDEFLLEME )X b ErCx - FED XWDRIEERIZFTEEZEZONDK
RE, ERG - BEXCOF5E; GHS - HRFM AT L GLP - HERERMRE: [ARC - EFR
NATREME, IATA - EEMZEEERS, IBC - BRIEFERKDESHEEELZD-HOMMDEE
EUREICEY 5 ERRHRA 1050 - 50%fEEFIRE: [CA0 - EFRREMMZERE . IECSC - hEIR
FleEYELE: INDG - B8 LAEKRYRE. IN0 - ERESEHE: ISHL - F@RE/EE
(BA); 1S0 - EFR#E{LHE. KECI - BERFLFMESRE, LC0 - 50%EHItiRE LD50 -
50%EStE (FHESLE)  MARPOL - I &k BB DMILED=HDEFRESI: n.o.s. - I
MBNATSIN TS L DZERS: Neh - FUREI NOAEC - |EEZMHZEIRE, NOAEL -
BESMHZELAL, NOER - BEEEUHZEAF/EIS NN - A5 a2XRA NTP - RKEERE
REMTOT S L NZIoC - Za—D—F > FMEEYERMR: O0ECD - #EFiH HFHFKEE, OPPTS
- LEHMEREN - AFEWHLLE; PBT - #ORRMENE - £HEREN - HEE WE) ; PICCS - 7
1 VEVEEMEA AR )= (SRR - (EEH) HETEMHIEE REACH - LEYEDH
#%. &Tfi. R WH I UEE (REACH) [ZBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnE5 A%
mE, DS - R&T—42— b, TECl - 2 A ICEEFEDOILEMED A oA L1 TCSI - BE{E
EMEA R M) —; TDG - EIEYEE, TSCA - BEMERAHE CKE); UN - E&; UNRTDG
- BRESEIRYEEES. WPB - EEICHISBRUVIIERICESERNE. WS - EXSEKRE
EUEMERRATL

CDRET—HI—FQEUT TSDS) &UVD) TRIFET HFEHRLUT TXRERI &LV I)I1F, REHE
BERIZEVNT, BHOREDHH. FH. RMESDLETEETHLLHHLIEZLDTT,
AERIT, HEOZTLGEED., FA, LB, KRE. @X. EERVRRICETSIHAIF VR E
LTOHERENTEY ., WHELRIERSIRERBZLT LOTESHY FEA, KFBIL.
SDS DEREICTRENTVARESNEHGICETSLDOTHY ., LA/ MORL EBAE
HET, XETOERPTHEASNDEE, AXRITERNGVRY .. BRICEIES A VERESE
AHYFET., AHRGOFEABESMICENTIE, AERRVHEREEEZERT 5812, FRES
MORRERIZE T EAERBOBEYLGFMEEOT, FAEFLUOERT 5HETORENRKER
[LETHARHADEFKL, FA, LE, RUREICDONT, #BEEVET,

JP /7 JA
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