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EERDEBR . Mometasone / Clotrimazole / Gentamicin Formulation
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RET—H—F EIMSD A

Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKXETA: 2024/07/06
11.1 2024,/09/28 412822-00029 #EERKB: 2015/12/14
HA00 K E £ IEE IR UILVEE,
HA11 REIMRGRISCE I K > TKEEMIZETE,
FEEE

REFE:

P201 = AATICEIREREBAZE X AFTH &,

P202 £ THREFIEZHFAEMIDETMYHbEN &,
P273 IRIE~ADRH F#ETDH Z &,

P280 IREF R FHEK RERE REEZBERTLI L,
CREBE:

P308 + P13 XK BEXFIFK BEDBEHAHDHEE : EEIOZE
SERETEZITHT &,

P31 R ZEUNT B &,

ReE

PA05 fEfE L TRET B &

B

P501 N, BB ERESIN-NBERICERETH L,

GHS MK L LMD ERE T
MRZL,

3. MRRUHSER

t=¥E - ESYDEXH © BEY
0%y
(==X CAS S SE= (b w/w) BEIRAREE
E=S
BHEdh (FmH) 8042-47-5 >90-<=100 9-1700
Clotrimazole 23593-75-1 1 -
Gentamicin 1403-66-3 0.3 -
EARYUISUAIKRUETR |83919-23-7 0.1
TIL
4, CRIEE
—fREIT RN R D BHOBEEO., KON T BV EEELICEENDEE %
2IT5,

ERMNRSICIHE. FLERBEIHLERIE. EMDIERE
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Formulation
&S }ETA: BEEE: BIEIZRET A: 2024/07/06
1.1 2024/09/28 412822-00029 WEERE: 2015/12/14
2It5,
|A LGS D RUAATREES. FRATEROBRABHT 5,
ERNEZZIT5H,
REIZHELIGE D EMLI-BE. EBICKRBEERTAEZSEDKTEVLRT,
B L-KRE S V£ <,
ERNEZZIT5,
BERAORICKRERS.
tEBFERT HEICTERISK S,
BRIZA-=1H& D FHEEE LT, KTERZERSET S,
RS H Y iET DIESICIIERKETEREZ+5,
BRARAATISHE L SAHRAAFIBE. BEICHMEEL,
ERNEZZIT5,
KTAELLCTT L,
SHEREVCERTERDOER © BRERANDEZEDE TN,
L EELBURAER
ICREEEZT HEDRE D MAMAZRIIBELOREITEEFIL., HEIA TSR
HREFFERTHL, BEOAREEAHS5S(X. IEB 8D
BYGEAREEZSEBOZ L (IEB S8 %5MHE) .

EMCH T HRAGEREIR ¢ XFREBSIUMEREERITH &,

5. KEBDFEE

Y75 H A o JKIESE
fit 7 )L a—JLiaE A
b=k (C02)

BRI N
10 TIK7E 5 78 LVE K H ORMREL,
HEDORIREEN D RBEERY~NOBRFRIIRRICEEREISEENH D,
HERZERIEY D RERERIEY
BHDHENAE D BE0ORR EFDREICE CTEYGHAFRER NS,
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Formulation

€ MSD [} e

RES WETA: REES. AIEIET B: 2024/07/06
1.1 2024/09/28 412822-00029 #MEERCE: 2015/12/14

REICHT HEEEE

HLRADRTRHEDAERDY

22

BnREFEICEYN (BB 8 E3H) .

RE~OHREZEITH L,
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FREIN-REKEREL, 0nd 5,

TRHEMNE L CEUIRTELZWGE X, A BREKISERT 5,

REMEGZRINMS TRIREE S,
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MERDITTRVWEIFRIENTEEIESICIE, BURLT=1
BEEULRBRANICRET S,

REYE EEYRRIREITRET S &,

ABSEHRE., BEITDHEICIK. SMAFEEAERELIUVEDR
BlIcfiE>THET L L, TORBICERSIAEHMEIZDON
THLRBTHD, FORUNERAINEIINEHEET HIHLEN
Hbd,

ASDSNEEH 13EHEXIV15(IZHENT, ABAKRELIUVED
ERFIOEEHY .

1. BEVWRURELDIE

v E A
Pt E xR
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e ok ] 8¢
A K

FLEBLERUVREREDBEDRFENKRESE,
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REOKRRIZAFH T,
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BRFERHALTHELCI L,
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Mometasone / Clotrimazole / Gentamicin
Formulation

RES WETA: BEES: AIEIET B: 2024/07/06
1.1 2024/09/28 412822-00029 #MEERCE: 2015/12/14

BRINERKRITBERTHENEET S &,

27NV TADMBEMBEARL—avIClE, ToP=Fa
vha—)L, BUGEANESRE. BULGKRLESKLVE
EBREFIE. EXFLEER. EXERLEERANOEROL
Ea—%280RENHY FT,

RETRESEH D EYRESRILODNERBICANTE S,
L TRET S &,
BZEZL-oNMYEHAD S,
FEOREICH>TRET 5,

B IEmE D OROBFFEEEVNSL LITRE LA
RER L H

RERBFHRVEMH D ESHUVME MRGL,

8. F<EMILRURBIEE

ERRBICHETIRIBRERR/FFERE

D% CAS & BiE (RER | EEHEE/RER | HA
fE) B | HREE
B&fis (BH) 8042-47-5 TWA (R AR 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)
FEHIEER: 0TO
EARYUTSUNIILKRUEE | 83919-23-7 TWA 1 pg/m3 (OEB 4) RER
IRTI
FEMIEHR: RS
| HEmYEIRE | 10 ug/100 cm* | K&
BAESE D HAR REEBLVREZRET LH-H. 2T00=TFT) Y
TEBIIRMRETICKYERESN, WP EIITHRVERESL
DHENRHYET,

[RAI, FABRETIERYFEHEWNTLESL,
HO0—XT7OLRA VAT LMIGIEMEZERLET,
ERECTRYRSBEEX., T7AYVILIET SAEEEZD L
TWaf=8, BMIZIELF=NA A E—T7 T4 FvEXRY k.
MR I7— FBLUFQEIOIMEITNA REEYIFEALE
T, COREEENLZMEE. SA VLA ELLIERVF H
v T ETRYFRWNET .,
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RES %ETH: BEES: BIEIKXETA: 2024/07/06
11.1 2024,/09/28 412822-00029 #EERE: 2015/12/14
&
CIPS F—21L
DERBE F—21L
pH T—RIL
REEE F—H27L
BAFENEE FT—H27L
FEE
BFE (BFhEER) F—RHL
AR
KB F—21L
n-#449 4%/ —JL/ KHSER%EK JEEZY
(log {i&)
ERT T—A2%L
BERV/ XIIHEMZE
kE T—2%L
#=E TR
HA T RAZRE T—R%L
IR R BRMELL
[ e AHLFTEREEME L LTIEXOEI NG,
FIFHEME
MFHARX JEEZY
10, KEERUVRIEHE
RIS RIGCHER E L TIIREINALY,
LR EMS BEODRETIEEE,
fElRAE R ATREE BOEBERIERIGT DI ELADH D,
BTAEREEY fMRHEL,
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Mometasone / Clotrimazole / Gentamicin

Formulation
&S ETA: BEEE: BIEIRETA: 2024/07/06
111 2024/09/28 412822-00029 YIEYERLA: 2015/12/14
BAERYE D ER{EA
BRAS LD EERY D BRASESBERMIIM ST,
1. EEHEH
AREMED H SR BEZEDFER © |A
RS A
EE
RBICA-E=BE
SMsEt
FATRELIERICEDOCKRYSETERLY,
K
AnsEE #&o) D AMEMHETEE > 2,000 mg/ke
Ak HEIZKDAE
SMEN 8BR) D AMEMHEEE > 2,000 mg/kg
Bk HEIZEDAE
B4
B&dHE (Ril)
2MENE #&N) : LD50 (v k):> 5,000 mg/kg
2EsE (RA) : LG50 (T k):> 5 mg/l
REERE: 4 h
HEBRRE MLA/SX b+
FTERAV M COMEFEIZEEYDEIEEDORASHEITE
Ly,
SEsEE 8BR) : LD50 (H): > 2,000 mg/kg
TFTERAV M COMEFLILREYMIZHEDEESHEITE
Ly,
Clotrimazole:
SEst D) . LD50 (Z v k): 708 mg/kg
LD50 (% 9 R): 761 mg/ke
LD50 (%4 3): > 1,000 mg/kg
ansEE (RA) : LC50 (5w k):> 0.73 mg/l

BRERME: 4 h
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®2T7—8o—F EIMSD A o
Mometasone / Clotrimazole / Gentamicin

Formulation
&S ETA: BEEE: BIEIRETA: 2024/07/06
111 2024/09/28 412822-00029 YIEYERLA: 2015/12/14
ARERREMLA/Z R+
SEsEt BR) D50 (%2 R): 923 mg/kg
Gentamicin:
2MENE &N © LD50 (v k):8,000 - 10,000 mg/kg
LD50 (% 9 R): 10, 000 mg/kg
2EsEE (]RA) : LG50 (T v k):> 0.2 mg/I
REERE: 4 h
HEBRRE MLA/SX b+
F&: CORETHEHETIFRERERIATLVAL,
SEEE (FOMDRER) : LD50 (Z v k): 67 - 96 mg/ke

RERZR: 55N

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

LDLo (HJL): 30 mg/kg
B 5120 §RARMA

EARTVISUALRUBIXATIV
AnsEE #@0) D50 (5w k): > 2,000 mg/ke

LD50 (=™ R): > 2,000 mg/ke

2EsE (RA) : LG50 (T k):> 3.3 mg/l
R 4 h
HEBRRE MLA/ZR T
fmE: CORETIERTIEIREINATLVAL,

LC50 (@2 R):> 3.2 mg/|
RREEEERE: 4 h
HEBRRE MLA/SX b

ZMENE (ZOMOEKE)  : LD50 (5w k): 300 mg/ke
BEREK ET
fIEAK: D0 PR

REREER#EE
FIARTRELERICEDOCRY DEETERL,
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Mometasone / Clotrimazole / Gentamicin
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&S }ETA: BEEE: BIEIZRET A: 2024/07/06
1.1 2024/09/28 412822-00029 #EERLB: 2015/12/14
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B&dHE (Ril)
£ S
#HR D RIEBRIEAZL
Clotrimazole:
g DY X
#HR D RIERIEAZL
Gentamicin:
g D oYX
#HR D BEORERM

EARTISUALRUBIRATIV
i R =
R RIEREA L

RIZxY 5 ERGIREGEIRRFE
FIRATRE L RERICESCRY DETER,

%

BefE (Fil) -
2 R
ER . EE~OREAL

Clotrimazole:

& D oYX
#HR D BEORERE
Gentamicin:

& R
#HR D BEORRE

EART VIS UALRUBIATIV:
2 s
R BR~DRIHA L
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Mometasone / Clotrimazole / Gentamicin

€ MSD [} e

Formulation
TS HETH: RERE: BTEIZRETH: 2024/07/06
11.1 2024/09/28 412822-00029 #EMERLA: 2015/12/14
PR 0% 28 B4 1 X (3 R T R 1
REBREH
FIATTEELIBRICE DK RY DETELLY,
PE IR 28 B E 1
FIFETRE A IERICE DK R Y B ETEAL,
5%
Befih (k) :
HER2 AT . Ea—5—&%
REOERK D RISEM
i . EILEY R
R D Bt
Gentamicin:
Bz . T—ARKEL

EARTVISVAILRUBIZATIV:

HEgA2 A T D REXIUTAE— 3 VERER

REDOETRE D BR

2 . EILEY R

TERAAD R . REZBBIEIEEL,

R e

w& : guinea pigs ZAWVHERICK Y .. KYEIXFHUVEERMEN
METHDIIENTRESNS,

AEHRERRYE

FIATTRERIERICE DR Y DETERLL,

D%l

Bfih (Rl :

in vitro TOEESMHE © RERA A T in vitro BILEMHAEECFEERER
R fat

in vivo COEESEHE D HRERA 4 T HELEYARMmMER/ N LERER (in vivo HifRE R
E®)
TR

BE R RN ST

7% OECD RE&R A A KS 1> 474

T S =

#E: BT HIMEI/ONT—FIZE DL
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RET—H—F EIMSD A

Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKXETA: 2024/07/06
11.1 2024,/09/28 412822-00029 #EERKB: 2015/12/14

Clotrimazole:

in vitro TOEEEMN D HBRA AT MEMERV S EIREAREERER (AVES)
R e

HEBE AT in vitro 2EKRERER
55 patt

SRERAZ A4 7 in vitro /MEERER
R e

in vivo TOEEEM D RERA A T LB FMIR/MLERER (in vivo MBS
ER)
oy bk
BELKE £0
R e

HERA A T HEERFOREBHREESR (in vivo)
B NLRA—
R 2t

AEMRERERE - TR A 0 RENSECEEHRERALERFE LTHEIT S LETER

bk LYo

Gentamicin:

in vitro TOEIGEMN D HERAR A Tin vitro BELBIMMRESETFEERER
R e

RHERZ A T in vitro 2BKEERAR
R TEARE

in vivo TOEEEM D BREEA A T HILEYARMBR/MZERER (in vivo MEREEME
ER)
= Ayl d
155420 80k E 5T
R et

EART VIS UALRUBIATIV:
in vitro TOEEESEY D HREBRAYA T MEMERAVWDEIREALTESER (AMES)
R fatt

HERA A T RBHRESR
FAMRTL: FroA4 Z—ANLRE—[HfEIE
R fat

12/29



RET—HRI—F

€ MSD [} e

Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH:
11.1 2024,/09/28

BEES: AIEIET B: 2024/07/06
412822-00029 #MEERCE: 2015/12/14

in vivo TOEEEM

AEMRERRE - 7R A

>k

BEMNAM

HEgrs 4 T 2BAER
FRAMRTFL: Fro4 =Z—XNLRAS—IIEHE
R Bt

RERRA TR NE
R fE

HERA A T B
B vHR

BER®K &0

R e

R4 7 R2BREE
B v tb

AR B

R e

HER 2 1 7 FEHA DNA & RkEHER
oy bk

HHRAE: BTHERA

R e

REAE C ETEMRBERERERE LTHET S LETER
L\o

FIARTRELERICEDCRY DETER,

B4

B&gm (Fid) :

1
bR
R 55 B5 ]
HR

Clotrimazole:

i

R 5
PR 55 e ]
HR

Jv bk
BRAFAATEIEE
24 v R

(=23

vk
A
18 B
(=43
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RET—HRI—F

Mometasone / Clotrimazole / Gentamicin

€ MSD [} e

Formulation

RES %ETH: BEES: BIEIKXETA: 2024/07/06

11.1 2024/09/28 412822-00029 #EERE: 2015/12/14
Gentamicin:

ENAE-TERAADF

i
REREHS
PR 25 s ]
R58

R

Beghm (FiM) :
BEIRIC T HRE

Clotrimazole:
ERIC N9 S 2

EARTUISUAILRUBIRATIV:

F—aHL

Zvk

®A

25

0.067 mg/kg KE
(=45

YR

®kA

194 A

0.160 mg/kg AZE
(=43

HE4 1 T —HREESEHR

B Sy bk

B ERIR: REEM

R Et

HER4A4 T ZRWELUVUBRERE
B Sy hk

BERK: SRAAATZEE

R pEtE

HERA A T RN / OHERE

B ovk

BE#K &0

45 H: LOAEL: 50 mg/kg {AE
BR IRE~ADEE,

AR AT ZBEME L VRERE

B Sy bk
BREZRK 0
FE S LOAEL: 100 mg/kg AE
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RET—H—F EIMSD A

Mometasone / Clotrimazole / Gentamicin
Formulation

RES WETA: REES. AIEIET B: 2024/07/06
1.1 2024/09/28 412822-00029 #MEERCE: 2015/12/14

BRI - lRIEEM. | EFZEELL,

HERA A T ZRENB L UBRERE
oy bk

BE#% &0

F A= NOAEL: 50 mg/kg {AE

BRI - BRREN.  EIFZEELL,

HEA 4 T ZRBNB L UBRREE
B woR

BE£K #0

FAFE M NOAEL: 200 mg/kg A=
HER BREORBE~DEETLL,

HER4A4 T ZRWELUBRERE
& oyx

e 0

FeHEME: NOAEL: 180 mg/kg AE
R BEORE~DEZETIZL,

EESME-TERAA VU D BYRRICE D EMMERE S UVEBANDEZENH D C
EN—BIFTESN TS, , BIYERRICLDERBICELE
BHHEN—BESN TN,

Gentamicin:
HIRICHK 9 5 E D RERA 4 T CHRAEESEHER
E: Sy bk
4R NOAEL: 20 mg/kg AE
R BEELTEEERIIBRESINGEN T

REDHE~DEZE D BREBA4A T 2RSS LUVRRERE
& oYy x
FEAESM: NOAEL: 3. 6 mg/kg AE
R E - BRREMHEZL,

R4 T ZBNE L UBRREKE
oy bk

B 52K BIER

FAFEM: LOAEL: 75 mg/kg AE
R IE - RIRSM.

HERAA T ZRWELUVUBRERE
B woR

B 52K BIER

FAESM: LOAEL: 10 mg/kg AE
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®2T7—8o—F EIMSD A o
Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKXETA: 2024/07/06
11.1 2024,/09/28 412822-00029 #EERKB: 2015/12/14
ER: BRET, , FEEBHLOAGHILOT=,
HERA A T ZRWE L UVRREE
By bk
BE52I% BN
Fk 4= LOAEL: 50 mg/kg {AE
SR BRERE,  FHREEDHLAAENST-,
HEEE-TEAAD D ANBDOEFMREIZCEDIERBT~ADEZZEDHHEERIGNH

-7,

EARTVISVAILRUBIZATIV:

RIS B2 D HERA 4T EEA
B Sy bk
BRERE KT

4 5E A NOAEL: 0. 015 mg/kg AE
FEIK: ZREMEFRER, B LERBRREOKE,
R ZREICHEREL., , LEEA~NDRE,

BRORBE~DEE D BB T ZRNELUVRERE
B YR
BRERE KT

Bt - BRIRE1, : LOAEL: 0. 06 mg/kg {AE
HR ESHOEE, , EIFEHLRESHE

HER44 T ZRWELUVUBRRERE

B oy b

BERE B8

it - BB'REME, : LOAEL: 0. 3 mg/kg KE
R E - BRIESMH,

HEA 4 T ZRNE L UBREE

f&: oYX

BRERK &K

iE - BRIR&E, : LOAEL: 0. 15 mg/kg AE
HR IE - BESMHE. . FIRHLEDLNIT,

HEBAA T Z2RWELUVBERT

B Sy bk

BEZK KT

Br - BRIRE, : LOAEL: 0. 15 mg/kg AE
R FERADEE,

HEB4A4 T 2RSS UVBRERE
ooy x%
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RET—H—F EIMSD A

Mometasone / Clotrimazole / Gentamicin

Formulation

RES %ETH: BEES: BIEIKXETA: 2024/07/06

11.1 2024,/09/28 412822-00029 #EERKB: 2015/12/14
5% &0
BE - BaIRE M, - LOAEL: 0. 7mg/kg {AE
R - RREM, | FEABEHLN,

HEHEEYE-7ERX AV K . IMRRBRICKDERBANOEZELNRAEICHD., . IYEER

IT&kBEEMBEES KUERANDELZENH B Z EN—E
MEEENTLWS,

FERMEREE (EEER)
FIRATRERERICEDCRYDETERL,

%
FARYIVISUAILRIBIRATIL:
-t D OAFERERT—RICE DL EEEEILE-SAAL,

FERMBSRSTE (REICR)
FIARTRELERICEDCRY DTSR,

By

Clotrimazole:

ERRE RS . BFEE B, BB

TEAAU R D REICH-5. XIREFKEBIZKIBHROEEDSE1.,
Gentamicin:

ERRE RS . B RNE

TEAAU R D REIICH-5. XIIREFLEBIZKIBHRDOESE,

EARTVISUALRUBIATIV

REOTER D RAF LA/ A N/E)

ERRE RS D RER R BRE EE

TEAAD D REIIH=5. XIIREEFCEBIZLIERFRODEZTDES TN,
RERSSMN

5%

Befkin (BH)

i D Iy bk

LOAEL . 160 mg/kg

BE5Z% D ERBRAATEBE

IREREERE : 90 Days
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Mometasone / Clotrimazole / Gentamicin

€ MSD [} e

Formulation
RES %ETH: BEES: BIEIKXETA: 2024/07/06
11.1 2024,/09/28 412822-00029 #EERKB: 2015/12/14
& vk
LOAEL >= 1 mg/l
RER® A LA/ R FIE
IREZE R 4 A
ik OECD SERH A KS A > 412

Clotrimazole:

i

LOAEL
RE RS
R 25 BF Pl
RAfEER
FEIR

i

LOAEL
52K
iR 5 B
EriE RS

1

LOAEL
52
RgR 25 i ]
RIS
FEIR

Gentamicin:

1

LOAEL
bR
R 55 B5 ]
R AYAE AR
IR

1

LOAEL
RE5 R
iR 55 BF
RafE 2=

12
LOAEL

bR

RS

5 - 40 mg/kg

B S $Efi

3@

K&

FE S8R, FEX, XK

Zv bk

10 mg/kg
#0

18 4 A
i, B,

L]
I8

PN

25 mg/kg
#0

6 - 12 # B
BE

FUALAE, R, MBAL

X

3 mg/kg
BHARA

12 7 B

B

MM, FRRE

HIL

50 mg/kg
BT

3 &

Bl NE

YL
6 mg/kg
BN
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®2T7—8o—F EIMSD A o
Mometasone / Clotrimazole / Gentamicin

Formulation
&S }ETA: BEEE: BIEIZRET A: 2024/07/06
111 2024/09/28 412822-00029 YIEYERLA: 2015/12/14
A% 55 o 3 A
ZHIN%SS C ik, B NE, IFE
& A
NOAEL . 5 mg/kg
LOAEL : 10 mg/kg
BEZK © AR
A% 55 R : 52 A
ZHIi%ES D B Mm%
& A
NOAEL : 12.5 mg/kg
LOAEL . 50 mg/kg
BEZK . AR
IR EEEERE ;13 8
ERRERS . ERfE

EARTVISVAILRUBIRATIV:

2 D vk

NOAEL :0.005 mg/kg

LOAEL : 0.3 mg/kg

B 5 #E . #0

YA : 30d

ERIfEER C Jongn, g 8T KRE, KR
L] S

LOAEL : 0.5 mg/kg

B 5 ER% .

A : 30d

ERIE AR D) UoNEn, BFEE BIE, KIE, MER
i D vk

NOAEL :0.00013 mg/|

52K D RAFLCA/S R NIE

A% 55 o 90 d

ErfiEzR C BIE, Bh, U oNED, BREE, BEE B B IR
1 DN

NOAEL :0.0005 mg/|

B E5R D A LA/ZT R MIE)

A% 55 o : 90d

ERlE RS C BIE, Bh, ) oNES, BREE B8 B, AR AP
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RET—H—F EIMSD A

Mometasone / Clotrimazole / Gentamicin

Formulation
&S }ETA: BEEE: BIEIZRET A: 2024/07/06
1.1 2024/09/28 412822-00029 #EERLB: 2015/12/14
RAABEM
FATRELIERICEDOCRYDETERLY,
By
EARYIVISUANRUBIATIL
JEZE
AEIZH T B REERER
By
Clotrimazole:
RS A COER: B, BE, KEMRK, FE K
A RAATEEE COERBER, HES, BM, THE
Gentamicin:
RAAATEIGE D EREES B

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

EARTISUALRUBIRATIV

mA K T LU —MER, BER WEER, LRERRE, &
ek, OEAU A E, ERDEH HBEHRE RERZRAD
& HIEFRR

R & COfEIR: BB, BE
D%

EARTVISUALRUBEIRATIV:

e D RIERINATRE

B&ghH (R :
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RET—HRI—F

Mometasone / Clotrimazole / Gentamicin
Formulation

€ MSD [} e

IRES WETH: BEES: AiT[E2RET B: 2024/07/06
1.1 2024/09/28 412822-00029 #EERLB: 2015/12/14
y: 2 LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|

SOVAFOKEBREHRBY

X9 &M

BEIKEEDICHT SEME

BEE (BEST)

SUOVIAFOKEESTHDY ¢

X9 HFE (BESHE)

Clotrimazole:
AasEl

SOVAFOKEBREHRDY ¢

[Zxd HEMN

B KEEYICHT HEN

N-T70%— (KERERS
tt EH (R )
BEL (BESET)

SOVIAFOKERESTHDY ¢

[Zxd HEME (BESET)

BREERFME: 96 h
7% OECD EBRA A K51 > 203

EC50 (Daphnia magna (74 =< >0)):> 100 mg/|
RRERRER: 48 h
7% OECD HER A A K54 > 202

RANESERE (Pseudokirchneriella subcapitata (#k3%)):
100 mg/|

BRERFRE: 72 h

7i%: OECD FRERAA K54 > 201

BRESEERE (Oncorhynchus mykiss (=< X)): 1,000
mg/ |
BREERFRE: 28 d

RAEEZERE (Daphnia magna (A =2 >0)): 1,000 mg/|
RREERFR: 21 d

LC50 (Brachydanio rerio (£75 74w a)):> 0.29 mg/|
RREEEERE: 96 h
7% OECD RE&RH A K54 > 203

EC50 (Daphnia magna (F#4 = <>2)):0.02 mg/|
BREERFRE: 48 h

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

RANESCEZE (Desmodesmus subspicatus (#&&)): 0.017
mg/ |
BREERME: 72 h

10

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

REERMAE: 32 d

7% OECD BHERAA K54 > 210

RAREZERE (Daphnia magna (4 2>2)):0.01 mg/l
RERM: 21 d
% OECD ERE&AH A K54 > 211

21/29



RET-H¥—F € MSD [} e

Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKXETA: 2024/07/06
11.1 2024,/09/28 412822-00029 #EERKB: 2015/12/14

279 4%—(K&EREEE @ 10
% RE (181%) )
wMEMIxT 5EMH : EC50: > 10,000 mg/|
BRERFME: 3 h
HER R A T FEOR N
% OECD EE&AH A K54 > 209

Gentamicin:
SOVAEOKEETHEY © EC50 (Daphnia magna (F#A 3> 1)) 86 mg/l
IZxtd 5&EMH MREERFRE: 48 h

7% OECD HERA A K54 > 202

LC50 (Americamysis (7 A1) 72T X)):30 mg/l
BRFERFR: 96 h
FiE T IRAMENEHER

B KEEWICXIT HEM © EC50 (Pseudokirchneriel la subcapitata (#:%)): 10 p g/l
BEERFME: 72 h
A% OECD RE&H A K54 > 201

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

RREERFR: 72 h

7% OECD RE&EH A K54 > 201

EC50 (Anabaena flos-aquae (L 7/ /897 1)7F7) )47 ug/l
RREERFM: 72 h
7% OECD HE&RH A K54 > 201

BRANESZEEE (Anabaena flos-aquae (L 7/ /N9 T)
7) ):1.6 pg/l

REFEERE: T2 h

ik OECD HER A A K54 > 201

M-279 42— (OKEREEE : 100
% EE (%) )
M-2754— (KEREEE 1
% RE (1BH) )
MEMICxT HEMHE : EC50: 288.7 mg/|
BREEEER: 3 h
HERS A T FEOR NG
7% OECD RE&EH A K54 > 209
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®2T7—8o—F EIMSD A o
Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKXETA: 2024/07/06
11.1 2024,/09/28 412822-00029 #EERKB: 2015/12/14

EABIYVITVALRUBIXTIL:

y: k= : LG50 (Menidia beryllina (SJL/8—H4A F) ):0.11 mg/|
RREERERE: 96 h
s ARERARBICETL5HEL

LC50 (Cyprinodon variegatus (>—FAAY KI/—))> 5
mg/ |

PRERFE: T d

% BARERFREICHEITI2EMHEL

SOVAEOKEEESHEY © EC50 (Daphnia magna (A3 >3)):> 5 mg/l
IZxtd 5&MH RREERER: 48 h

Hi%: OECD HEEH A K514 > 202

EE BRERREICSITHEMHEL

EC50 (Americamysis (7 A1 AH I X)) > 5 mg/l
RREERFMAE: 96 h

ik 7 RS RER

&% AMERKEICETLIEHEL

BEKEEMICHT HEMS ¢ EC50 (Pseudokirchneriella subcapitata (#%%)):> 3.2 mg/|
BREERR: 72 h
7% OECD ERE&RH A K54 > 201
& ARERREICHSITA2EMHEL

BEM (BESH) . RAEBZERE (Pimephales promelas (77w Ay KX/
r7)): 0.00014 mg/|
REERFME: 32 d
#i%: OECD REEH A K514 > 210

SOVIOFEQKEEEHEY | RKEZZERE (Daphnia magna (A4 =2>20)):0.34 mg/l
[Zxt9 &M (BHESH) REERRERT: 21 d

A% OECD BRE& A A K54 > 211

HE AHEERREICEST2EMEL

279 42— (KEREEE :© 100
% RE (181%) )
WEMIIHT HEMN : EC50:> 1,000 mg/|
BREBFE:3 h
HE& S A T FEIRNH
A% OECD BRE&H A K54 > 209
BE AEERREICHIT25HEL

RANESLERE 1,000 mg/|
REEEREME: 3 h
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®2T7—8o—F EIMSD A o
Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKXETA: 2024/07/06
11.1 2024,/09/28 412822-00029 #EERKB: 2015/12/14
SRERA o T REDRHNE
Fi%: OECD SERHA KS54 > 209
BE BHEERREICHITA2EMHEL
BEH - RN
5%
Bedm (Fiml) -
SR R SoEETIEAL,

EofE: 31 %
RRERRER: 28 d

Clotrimazole:

KB THOLREHE Dok afiE: 50 %(242 d)
Gentamicin:
£ L RER AES T

H£0f2: 100 %
RS 28 d
Hi%: OECD HEEAH A K51 > 314

BARY VIS UAILRIBEBIRATIL:
RN D KR So@EE TR,
H£0f%: 50 %
MREERERE: 28 d
7% OECD SRERH A KS5 4 > 314

KbhTHOREMS L ANJKSMR: 50 %(12 d)
#iik: OECD RERH A K54 > 111

E@HERLE
5% H

Gentamicin:

-4 4%/ —JL/ KNEZRE © log Pow: < -2
(log &)

EBARIVISGVANLRUVBIATIVL
EREHEMN . 7&: Lepomis macrochirus (FJL—F)JL)

AW iRfEEF (BCF) :107.1
7% OECD HERA A K54 > 305
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RET—HRI—F

€ MSD [} e

Mometasone / Clotrimazole / Gentamicin

Formulation
RES %ETH: BEES: BIEIKXETA: 2024/07/06
11.1 2024,/09/28 412822-00029 #EERKB: 2015/12/14

A2 4%/ —IJL/ KHEZRE © log Pow: 4.68
(log f#)
TEPDBEIE
By
EARYIVISUANLRUBIATIL
BEGOS T log Koc: 4. 02
FIVVB~DEEH
JEZY
thoEELE
F—24L
13. BELDZEE
BEHE
BRREEY A BRERORHICRH VLD T S,
BREYE T KABEE L TIEE S,
FERBRUOEE EORBIE. VHAVILFEIIREDEHIZ, BaI#Z(T1=
BREYNIBEEIZRTET 5,
BFICIEENEES., RERAMELTEET S,
14 BELDIE
= PR 4l
[ _E ¥y (UNRTDG)

EEZES (UN number)
EE#£ 4% (Proper shipping
name)

E&E 4 48 (Class)
B2 (Packing group)
Z X)L (Labels)
REAEH

finZ= = (IATA-DGR)

UN/ID &%E (UN/ID number)
E&E#i% 4 (Proper shipping
name)

#5348 (Class)

UN 3082
ENVIRONMENTALLY HAZARDOUS SUBSTANCE, LIQUID, N.O.S.

(clotrimazole, Gentamicin)
9

I11

9

B

UN 3082

Environmental |y hazardous substance, liquid, n.o.s.

(clotrimazole, Gentamicin)
9
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RET—H—F EIMSD A

Mometasone / Clotrimazole / Gentamicin

Formulation
&S WETH: BEHEES: ATEIZRETH: 2024/07/06
1.1 2024/09/28 412822-00029 #EMER R 2015/12/14
B2 (Packing group) o111
Z ~JL (Labels) :  Miscellaneous

WEaER (EYWHE) (Pack- : 964

ing instruction (cargo air-

craft))

WEETRT (REH) (Pack- : 964

ing instruction (passenger

aircraft))

REREH .

8 E#i5% (IMDG-Code)

EEZES (UN number) : UN 3082

E&E#i1£ 4 (Proper shipping : ENVIRONMENTALLY HAZARDOUS SUBSTANGE, LIQUID, N.O.S.
name) (clotrimazole, Gentamicin)
E&E 5 %8 (Class) 9

BB % M (Packing group) 111

Z ~JL (Labels) 9

EmS O— K (EmS Code) : F-A,S-F

BESEYE XS - F&H) ¢ &ZH

(Marine pollutant)

MARPOL 73/78 Mi/RE 11 RV IBC I — FIC& BAIEoEAMESNHBAME (B - )
s S REBORRKITIEIEZ S,

B P
E0REDERHIE, HE 15 23HT 5,
A DREHE

CCIR#ESATVSEESEE, BFHROBWETOROT, XRET—2— FOHRTHHRS
NEELS ICRABESNEMBOREDHCEDINTVET, XD EE. ZEFER. N\vsr—oY%
A4 XEHEAOMBDORUDEREICLY, EEEINDAREELAHY FET.

RERLREERHES LT

15.

BRER

BEEER
HRAE
fElRY. EERBYICERI LG,

L&&
BELEME. EREFHE. BRFMIEEMEICKILEL,
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R&T-—%—t CIMSD /A
Mometasone / Clotrimazole / Gentamicin
Formulation

RE= WETA: BEES: AIEIET B: 2024/07/06
11.1 2024/09/28 412822-00029 #MEERCE: 2015/12/14

FEREEEE

BEFNRLSILIEED

JEE& S

HWEDFAIZZITHREREY

JEEZH

EREER LA ARYE

JEEX Y

ZEREOEH oM=L EYE (BFLENHE)
JEEX Y

ZRREOBH oh =L ¥WE (FRBEHEFHE)
JEEXH

BREZBENTREBRVREVEEY
EE ST &M 2 (BITHRIRE 9

LZE4 2HE (%) kel
E/8:: >90 - <=100 -

BAMEERTIRELBRVRVEETY
EE ST & (BITRE 185%)

%24 5%

/Y

BEEEEELEVE FEEHOREASOEAREYE (FBRLMERRE LM FD2)
%Y

NARMEDE (FEBREEERBESTTED2)
e Y

HECEMERS FHHHRA

%Y

SRR EFRFHRA

%Y

m7 L)L ETFRFH A

Y

BERBFRIPEFHRA

JEZY

FEREFEEIETS - NRE— (EEW)
JEZY
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RET—AL—F
€I MSD [ rune
Mometasone / Clotrimazole / Gentamicin
Formulation
&S ETH: BEEE: BiEIZRETB: 2024/07/06
11.1 2024/09/28 412822-00029 MEERR: 2015/12/14

YR SR AR

JEEX S

tEhRFHICEERRER

L

BEHARRE

L

DE 008 e A

JEERY

MR EE

BRI 2, 3 XERMETIRSE - AEUVE
=ik

EITRAE 194 KEBRVETAIRE 11 TOMOFEED
BEFRERVBLKEOMILICEY 5i&E

(£ 5 FE A8 : ERAME L 8)
ERREApES D BEEEYE
FREE R U I FE ph SR %
FRERFEMERE (@ - @A)
JEEZY
BEREMBAERE @dL - @A)
e Y
BEEVONEER VERICET 5ikE
EEXREY
COHBOFEAIZDODVWTEEAS IRY M) —~DEEIER :
AICS CORE
DSL CORE
IECSC N
16. ZDthDTER
ADS IZEVNTHBLLEHELZDRBINEMEDEENERTDIZAIT. BEWETHIBEEE
EHET
5| ek . BHEMHT—42. BEMESDS IZ®EHILF—%4., O0ECD eChem
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RET—H—F EIMSD A

Mometasone / Clotrimazole / Gentamicin

Formulation
TS HETH: BBRE: BTEIZRETH: 2024/07/06
111 2024/09/28 412822-00029 #EYERA: 2015/12/14
R—FILE XU ER http://echa. europa. eu/ D&
RiER
B Z7+—<wv b . #/B/H
ZTDHDIREENDEX
ACGIH © ¥E, ACGIHRSE{E (TLV)
ACGIH / TWA D 8 HEfH. ESREIMETL

ALIC - A—X FSUTDIEILFERASA ANV RY; NTT - TS5 D)ILEREHEMES, ASTM - K
E# RGBS bw - KE; R - AU, ZERE. EEEUENHDIE SN EME; DIN -
P URBHaEE DSL - BERYMEVR L (BF %) E0x - FED XhDORIEZRIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONLHEFTEEG, EnS - BEHOR T Vo
—JL; ENCS - {LBEDBEFLEME IR b, ErCx - FED XWDORIEZRIZFTEEZONDHL
RR; RG - RERLOFEIE; CHS - HRFM X T L GLP - HEREMERE: 1ARC - EFR
DATRRHE, IATA - EEMEEEHS IBC - BRIEEKOESFEEZD-HOMMOEE
RURBICET 2EEMRA; 1650 - 50%EFIRE; 1CA0 - EFFREMEERES:. [ECSC - HER
FEEMERE: MG - BB LERYMAEIE. IN - ERBSEHE. ISHL - FBReEEE
(BF): IS0 - EFZECHME. KECI - REBRFILFEMERSE: LC50 - 50%HIERE LDSO0 -
50%EEE (FHBIEE)  MARPOL - MfHIC K DB DMILD=HDERRSER: no.s. - I
MBAMNARESNTNESEDZERC: Neh - FURAL NOAEC - BEEMFZERE, NOAEL -
BAESMHRZEL AL NOELR - EHEEMLELFES NOM - A28 NP - XEE
REMTOU L NZIoC - Za—I—F v MEEWMEARIR: O0ECD - EFHNEAFEME, OPPTS
- LEYMEREM - AEHILER: PBT - #OMRMM - AKRSBHEN - HHME WE) © PICCS - 7
1 VEEEMEA R )= (SRR - (EER) #EEMHEE, REACH - {LEHMEDE
. FHE. B WHEIUEHE (REACH) IZBI¥ 5#RAI (EC) No 1907/2006; SADT - B EZINES#E
BE: SIS - RET—8T— I TECI - 2 A IZBRAFDILENED A R R TCSI - &1L
EMEA R M) —; TDG - fEfRYEE; TSCA - BEMERSE CKE); UN - E&E: UNRTDG
- BRESERYMEEES. vPB - FEICHIBRUFEICSEEME WIS - ERSRIRE
EUMERR AT LA

CORET—EI—FUUT TSDS) &0VD) TRIMT HFEM (LT TRBEHR £V I) X, KxEHE
BRERICENT, BHOKEDHH. FHR. KMMESDLETERTHLLEMLEZLDTT,
AERT. HAEOXREGHREKEWL., FA. LE, RE, #E. BERVRRICETISIHAI TR E
LTOAMERESNTEY. WHELIRIERERERBZEZLTLOTESHY FEA, KEFEBIL.
SDS DEREIZRENTVARESN-HAICEHTILOTHY . ABRAHULA/MORA EBAT
HET, XETOERPTHERASADEE. AXPITERNGVRY . ARICEIE G VAETEESE
AHYFET, FARROFERESMICEVTIE, AEBRRVHREZEZERT H5HEIC. FRES
MOEKRERKICE TH2AHKOBYLFAMEEO T, FRAESMOERT A ETORENDRKR
[CHITHAHRKOEEL, A, LE, RUOREIZOWT, EEBEWVEY,

JP/JA
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